DEPARTMENT OF VETERANS AFFAIRS 
Veterans Health Administration 
Palo Alto Health Care System 
3801 Miranda Avenue 
Palo Alto, CA 94304 


In Reply|Refer To: OOPO 
FOIA tracking number: 20-08485-F 
August 19, 2020 


Russ Kick 

New England Anti-Vivisection Society 
333 Washington Street, Suite 850 
Boston, MA 02108 


Dear Mr. Kick: 


This letter is the initial agency decision to your July 27, 2020 request under the 
Freedom of Information Act (FOIA), 5 U.S.C. § 552, submitted to the Department of 
Veterans Affairs Palo Alto Health Care System (VAPAHCS). You| have requested the 
following: | 


“We request your center's most recent “Program Description’ for AAALAC.” 


Your FOIA request was received in my office on July 27, 2020 and was assigned 
r the tracking number at the top of this letter. In addition, we have placed your request in 
the complex processing category. We conducted a search for records responsive to your 

FOIA request that were gathered or created by VAPAHCS on or before July 27, 2020. 


You have requested for fee waiver and provided the following: 


“We request a fee waiver, as the records we seek are not in NEAVS's commercial 
interest and very much serve the public interest. They will be freely distributed to the 
public, and we will use our skills to analyze and explain them, incorporating them into 
distinct works that inform the people of the US and beyond. NEAVS Is a long-lived public 
interest organization, founded in 1895, and is a national 501(c)(3) nonprofit charitable 
organization. We have members in all 50 states and multiple countries. As a nonprofit 
charitable organization, NEAVS has no commercial interest in the requested information’. 


“NEAVS qualifies as a member of the media for the purposes of public records requests. 
NEAVS regularly utilizes open records laws to gather information related to taxpayer- 
funded animal experimentation, uses its editorial skills to tum raw material into distinct 
work, and distributes that material to an audience, either on its own website, blog, social 
media, and mailing list, or through connections with traditional news media. NEAVS Is 
committed to using public records to create unique works that help the general public 
understand government activities, particularly as they relate to taxpayer-funded animal 
experimentation—the very context of this request. NEAVS has the requisite ability and 
intent to analyze and disseminate this information to the public. Under the Freedom of 
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Information Act and Cause of Action v. FTC, NEAVS is a representative of the news 
media”. 


Based on the analysis of the information you presented in your fee waiver request, 
your fee waiver request is granted. 


The Research Service conducted a search for documents responsive to your 
request. The search was conducted by utilizing the search criteria of AAALAC 
application. At the conclusion of the search, one document totaling two hundred forty 
nine (249) pages, were determined to be responsive to your request. 


My review of the documenis revealed that they contained information that falls 
within the disclosure protections of FOIA Exemption 6, 5 U.S.C. § 552(b)(6). FOIA 
Exemption 6 permits VA to withhold a document or information contained within a 
document if disclosure of the information would constitute a clearly unwarranted invasion 
of a living individual’s personal privacy. Stated another way, VA may withhold information 
under FOIA Exemption 6 where disclosure of the information, either by itself or in 
conjunction with other information available to either the public or the FOIA requester, 
would result in an unwarranted invasion of an individual's personal privacy without 
contributing significantly to the public’s understanding of the activities of the federal 
government. 


Specifically, the information | am withholding, as indicated on the enclosed 
documents, under FOIA Exemption 6 consists of names and other personal identifiers of 
personnel involved in animal research, committee member name, location, building and 
room number, floor plan, research study identifier, research activity as individuals 
associated with this information have a personal privacy interest in it. 


The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can 
demonstrate a countervailing public interest in the requested information by 
demonstrating that the individual is in a position to provide the requested information to 
members of the public and that the information requested contributes significantly to the 
public’s understanding of the activities of the Federal government. Additionally, the 
requester must demonstrate how the public’s need to understand the information 
significantly outweighs the privacy interest of the person to whom the information pertains. 
Upon consideration of the materials provided, | have not been able to identify a 
countervailing public interest of sufficient magnitude to outweigh the privacy interest in 
this case. The individuals associated with this information have a personal privacy 
interest in information that outweighs any public interest served by disclosure of their 
identities under FOIA. Consequenily, | am denying your request for this information under 
FOIA Exemption 6, 5 U.S.C. § 552 (b)(6). | withheld portions of pages 6, 8, 10-11, 13- 
15, 28, 30, 33, 36-38, 48-52, 59, 70, 73, 75, 80, 83-85, 88-93, 99-104, 108-109, 111- 413, 
115-121, 135, 137-157, 161, 180, 193-201, 204-205, 222-223, 228-229, 231-238, and 
247 under FOIA Exemption 6. 


Additionally, my review of the documents revealed they contain information within 
the disclosure protections of FOIA Exemption 4, 5 U.S.C. § 552(b)(4). FOIA Exemption 
4, all privileged or confidential trade secrets and commercial or financial information 
obtained from a person has been withheld under FOIA Exemption 4, [5 U.S.C. § 552 (b) 
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(4). All privileged or confidential trade secrets has been withheld under FOIA Exemption 
4,5 U.S.C. § 552 (b)(4), such as chemical composition, study procedure and process, 
description of study. | withheld portions of pages 115-129, 138-140, and 151-155 under 
FOIA Exemption 4. 


If you disagree with my determination to withhold the information under FOIA 
Exemptions 4 and 6, please be advised you may appeal to: 


Office of the General Counsel (024) 

Department of Veterans Affairs 

810 Vermont Avenue, N.W. 

Washington, D.C. 20420 \ 


Email: ogcfoiaappeals@va.gov 
.g 


If you should choose to file an appeal, your appeal must be postmarked or electronically 
transmitted no later than ninety (90) calendar days from the date of this letter. Please 
include a copy of this letter with your written appeal and clearly state why you disagree 
with the determinations set forth in this response. 


You may also seek assistance and/or dispute resolution services for any other 
aspect of your FOIA request from VHA’s FOIA Public Liaison and/or Office of 
Government Information Services (OGIS) as provided below: 


VHA FOIA Public Liaison: 


Email Address: vhafoia2@va.gov 
Phone Number: (877) 461-5038 


Office of Government Information Services (OGIS) 

Email: ogis@nara.gov 

Fax: (202) 741-5769 

Mailing address: Office of Government Information Services 
National Archives and Records Administration 

8601 Adelphi Road 

College Park, MD 20740-6001 


Thank you for your interest in VA. If you have any further questions, please feel 
free to contact me at (650) 493-5000, ext. 64616 or via email at 


PALOALTOFOIA@va.gov. 


Sincerely, 
ee 
NX 
na Marie S. Vitente 
OIA Officer 
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Vitente, Ana Marie S._ 


From: Russ Kick <rkick.contractor@neavs.org> 
Sent: Monday, July 27, 2020 8:26 PM 

To: PALO ALTO FOIA 

Subject: [EXTERNAL] FOIA request 


New England Anti-Vivisection Society 
333 Washington Street, Suite 850 RECEIVED 
Boston MA 02108 DATE ~hals NQ0ID 
PRIVACY OFFICE/FOIA 
Dear FOIA Officer: PwitTe 


This is a request under the Freedom of Information Act. 


ee ane 


The animal-experimentation program at your facility is accredited by the Association for Assessment and Accreditation 
of Laboratory Animal Care International (AAALAC). 


It's listed here: 


-of-accredited-organizations-search-result 


AAALAC visits all accredited entities once every three years. Prior to this visit, an entity must create a "Program 
Description" for AAALAC. (Institutions applying for first-time accreditation also must create a "Program Description.”) 
Details are here: 

https://www.aaalac.org/program-description 


We request your center's most recent "Program Description.” This includes all appendices and attachments. 

This document is most likely in possession of the IACUC (Institutional Animal Care and Use Committee) or the research 
division. 

FORMAT 


We request that these records be released in any digital formats in which they exist, such as Excel, PDF, Word, JPG, MP4, 
etc. We request that all photos and videos be released in their original formats and resolutions. 


If possible, please email the documents to rkick.contractor@neavs.org. Otherwise, please mail CDs to the above 
address. In the event that any documents exist only on paper—and are not in any digital format whatsoever—please 
mail the records to the above address. 


FEE WAIVER 
We request a fee waiver, as the records we seek are not in NEAVS's commercial interest and very much serve the public 


interest. They will be freely distributed to the public, and we will use our skills to analyze and explain them, 
incorporating them into distinct works that inform the people of the US and beyond. 


NEAVS is a long-lived public interest organization, founded in 1895, and isa national 501(c)(3) nonprofit charitable 
organization. We have members in all 50 states and multiple countries. As a nonprofit charitable organization, NEAVS 
has no commercial interest in the requested information. 


NEAVS qualifies as a member of the media for the purposes of public records requests. NEAVS regularly utilizes open 
records laws to gather information related to taxpayer-funded animal experimentation, uses its editorial skills to turn 
raw material into distinct work, and distributes that material to an audience, either on its own website, blog, social 
media, and mailing list, or through connections with traditional news media. 


NEAVS is committed to using public records to create unique works that help the general public understand government 
activities, particularly as they relate to taxpayer-funded animal experimentation—the very context of this request. 
NEAVS has the requisite ability and intent to analyze and disseminate this information to the public. Under the Freedom 
of Information Act and Cause of Action v. FTC, NEAVS is a representative of the news media. 


Thank you for your assistance. 


-- Russ Kick 
Open Records Specialist 


New England Anti-Vivisection Society (NEAVS) 
Encrypted email: russkick@protonmail.com : 
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Program Description ae 


P ‘he VA Palo Alto Health Care System (VAPAHCS) is part of VA Sierra Pacific Network 
\ SN21), which includes facilities in California, Nevada and Hawaii. VAPAHCS consists of 


even Community Based Outpatient Clinics (CBOC) in San Jose, serving Santa Clara county; 
Capitola, serving Santa Cruz County; in Monterey, serving Monterey and San Benito C; in 


’ 
FQ i ell 
: 
a 


ive a brief overview of the institution, its purpose and how the animal care and use 


: The VA has included research as part of its primary health care mission in addition to 
& aL jpatient care and education, which centers on the health and care of veterans. Research 
jae ‘onducted includes the investigation of biomedical hypotheses and questions related to - 
nf “t-Fuman health and disease as well as the systematic study of relevant issues and concepts 
Bra elated to the effective delivery of health care. Animal research is an integral part of many 
“important research endeavors. These areas include but are not limited to studies in 
molecular biology and infectious disease as well as the development of innovative surgical 


. 


Ms 


3 
Oy 
pe 

4 


techniques, rehabilitative devices and improvement of diagnostic procedures. VAPAHCS is 
i wholly committed to quality in our animal research program. Assurance of our commitment 
to humane animal care and use is mandated by VA Central Office administration and is 

embraced by medical center leadership. 


C. Note that AAALAC International's three primary standards are the Guide for the Care 
and Use of Laboratory Animals (Guide), NRC, 2011; the Guide for the Care and Use of 
Agricultural Animals in Research and Teaching (Ag Guide), FASS, 2010, and the 
European Convention for the Protection of Vertebrate Animals Used for Experimental 
and Other Scientific Purposes, Council of Europe (ETS 123). Other regulations and 
guidelines used (U.S. Department of Agriculture (USDA), Public Health Service (PHS) 
Policy, Good Laboratory Practice (GLP), Canadian Council on Animal Care (CCAC), 
etc.) may also apply. Describe which of the three primary standards and other 
regulations and guidelines are used as standards for the institutional animal care and 
use program and how they are applied. For example, an academic institution in the 
United States with an Office of Laboratory Animal Welfare (OLAW) Assurance may use 
the standards of the Guide and PHS Policy for all animals, the Animal Welfare Act 
regulations for covered species, and the Ag Guide for agricultural animals used in 
agricultural research and teaching (see also Guide, pp. 32-33). In the European Union, 
the standards applied might be the Guide, ETS 123, Directive 2010/63, and any 
couniry-specific regulations. 


The VHA Handbook 1200.07 titled “Use of Animals in Research 11/2011 is the seminal 
| regulatory document that is used by all VA animal research programs. The VHA Handbook 
| incorporates and complies with guidelines from the Animal Welfare Act, Guide for the Care 
| and Use of Laboratory Animals (Guide), 2011, Public Health Service Policy; Office of 

| Laboratory Animal Welfare, the Guide for the Care and Use of Agricultural Animals in 

| Research and Teaching (Ag Guide). FASS 2010, the US Government Principles for Utilization 


| and Care of Vertebrate Animals and the AVMA Panel on Euthanasia 2013. 


D. Describe the organization and include an accurate, current, and detailed organizational 
chart or charis (see Appendix 4) detailing the lines of authority from the Institutional 
Official to the Attending Veterinarian, the Institutional Animal Care and Use 
Committee/Oversight Body (IACUC/OB), and the personnel providing animal care. 
Please include the title, name (Note: For individuals whose information is publically 
available, provide the titles and names; for individuals whose information is not 
publically available, you may provide titles only.), and degree (if applicable) of each 
individual at the level of supervisor or above. Names of animal care staff below the title 
of supervisor need not be included, but the titles and number of animal care personnel 
under each supervisor should be included. If animal care responsibility is 
administratively decentralized, including the management of satellite housing 
areas/locations, the organizational chart or charts must include all animal care 
programs, indicating the relationship between each adminisirative unit and personnel, 


=< Sia eermmnaepane. z= 


. ; the Attending Veterinarian, and the Institutional Official. 


|The IACUC Chair reports to the Medical Center Director through the Chair of the Research 
Y and Development Committee. The Veterinary Medical Officer can report directly to the 
; Medical Center Director or through the ACOS for Research and Development and the Chair 
’ of the R&D Committee. The Veterinary Medical Unit Animal Health Technician, the VMU 
' facility supervisor, and all {J caretakers report directly to the Veterinary Medical Officer. 
The IACUC activities are reviewed by the Research and Development Committee which is 
».4:4 the parent committee for all VAPAHCS research committees. 


aes 


E.. identify the key institutional representatives (including, but not limited to, the Institutional 
2 Official; IACUC/OB Chairperson; Attending Veterinarian; animal program manager; 

*. individual(s) providing biosafety, chemical hazard, and radiation safety oversight; etc.); 
and individuals anticipated to participate in the site visit. 


Thomas J. Fitzgerald, II], CHESP — Medical Center Director and IO 
fet 5)(6) — IACUC Chair 
— Veterinary Medical Officer/Attending Veterinarian 
— Veterinary Medical Unit Facility Supervisor 
— Animal Health Technician 
=" | Phil Tsao PhD, = Associate Chief of Staff, R&D 
” | Kristin Frazier, JD, - Administrative Officer 
4 _| Salman Azhar, PhD - Safety Committee Chair. 
fe (5)(6) - IACUC Administrator 
__ | Jay Kim, - Chief, Safety & Emergency Management 
be ‘Wendy Thanassi, MD- Director of Occupational Health 
Dolores Cunanan, - Biosafety Specialist 
| Lance Phillips, Stanford Health Physics 


a 
oe 


F. Briefly describe the major types of research, testing, and teaching programs involving 
: animals and note the approximate number of principal investigators and protocols 
‘involving the use of animals. As mentioned in the instructions, please complete 


: Appendix 5 (Animal Usage) or provide the information requested in a similar format as 
an Appendix. 


.._ | The types of research and testing conducted at VAPAHCS are diverse. Investigations occur 

é” | in the fields of molecular biology (pathology and infectious diseases), oncology and 

“41 endocrinology and neurosciences (nerve regeneration) as well as renal physiology and 
‘pathophysiology, anesthesia and geriatrics. Research protocols are also carried out in the 


field of geriatrics, rehabilitative and nuclear medicine and reconstructive and general 
‘| surgery including medical device development. There are 9 principal investigators that 
“t “| conduct animal research and J@ approved animal protocols. 
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. Note the source(s) of research funding (grants, contracts, etc.) involving the use of 
animals. 


| Sources for funding include VA Ceniral Office, Department of Defense, NIH, recharge 


monies from VA grants and Stanford Departmental research funds as well as recharge 
income from grants administered by the non-profit corporation Palo Alto Veterans 


Institute for Research (PAVIR). PAVIR administers research funds for VA investigators from | 
NIH, foundations and proprietary organizations. 


. List other units (divisions, institutes, areas, departments, colleges, etc.) of your 
organization that house and/or use animals that are not included in this Description. If 
any of these are contiguous, physically or operationally (e.g., same IACUC/OB, same 
animal care staff), with the applicant unit, describe the association. Explain why such 
units are not part of this program application. 

Note: Questions regarding this section should be forwarded to the AAALAC Office. 


Not Applicable 


Contract Facilities: If the institution contracts for animal care facilities or services for 
animals owned by the institution, the contractor and its AAALAC International 
accreditation status must be identified. If a contractor's animal care and use program is 
not accredited by AAALAC International, a brief description, following this Program 
Description outline, of the relevant contractor's programs and facilities must be 
provided. In addition, the species and approximate average number of animals housed 
in the contract facilities and the approximate distance between the institution's animal 
facility and the contract facility must be noted. Incorporation of the contractor program 
into the site visit schedule will be discussed with institutional representatives. If the 
institution does not contract for animal care facilities or services, so note. . 


Not Applicable 


. Note other relevant background that will assist reviewers of this report. 


There is no additional relevant background at this time. 
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Section 2. Description - 


-| year with the lO when the semi-annual inspection is reviewed. Any ongoing issues 


Animal Care and Use Program 
A. Program Management 
1. Program Management Responsibility [Guide, pp. 13-15] 


a. The Institutional Official [Guide pp. 13-14] 


Describe how program needs are clearly and regularly communicated to the 
Institutional Official by the Attending Veterinarian, IACUC/OB, and others 
associated with the program. 


The Veterinary Medical Officer and the Medical Center Director attend the 
Research and Development Committee meeting during which any issues that come 
up regarding the animal research program are addressed. The IACUC Chair provides 
a summary of previous IACUC meetings once the IACUC minutes are approved and 
these minutes provide a format for discussion. The Veterinary Medical Officer 
informs the ACOS for Research, to which the VMO directly reports, any issues of 
concern and these concerns will be shared with facility leadership as well. The 
Veterinary Medical Officer and the Chair of the IACUC meet at minimum twice a 


are discussed at that time. Facility leadership also has an official policy of direct 
communication with the VMO and IACUC chair regarding any concerns relative to 
the animal research program. 


b. Role of the Attending Veterinarian [Guide, p. 14] 


i. Describe the institutional arrangement for providing adequate veterinary care. 
~~ Although individual name(s) and qualifications will be described below, 
identify by title the veterinarian(s) responsible for the veterinary care program, 
including: 
e alist of responsibilities 
e a description of the veterinarian’s involvement in monitoring the care 
and use of laboratory animals 
e the percentage of time devoted to supporting the animal care and use 
program of the institution if full-time; or the frequency and duration of 
visits if employed part-time or as a consultant. 
Note: lf preferred, this information may be provided in a Table or 
additional Appendix. 


(b)(6) Veterinary Medical Officer (VMO) is employed full 
time by the VA Palo Alto Health Care System. devotes 100% of M@ time to 
support of the animal care and use program. {JQ qualifications are as follows: 


- 5 
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Doctor of Veterinary Medicine (DVM), (RR) . Diplomat of the 
American College of Laboratory Animal Medicine, (1). YG) has worked in 


the field of laboratory animal medicine for seven years. Prior to employment 
at VAPAHCS, §@) was the clinical veterinarian at the (T@ 
(IGE. Prior to her work at FOR. completed QQ residency in | 
laboratory animal medicine the School of Medicine at (® .@ is 

a licensed veterinarian in the state of California and is USDA accredited. 


provides veterinary care, program oversight 
and has the delegated authority of the VMO in 9 absence. (GaN has over 
30 years of experience in the field of laboratory animal medicine and served 
previously as the VMO for VAPAHCS. is a licensed veterinarian in the state of 
California. 


The VMO or designated appointee is authorized to: 

1) Enter any place within the jurisdiction of the VA Palo Alto Health Care System 
(VAPAHCS) to conduct on-site inspections of animal facilities and animals, to 
ensure that animal husbandry, sanitation practices and animal health and 
research techniques are in compliance with all relevant federal, state, local and 
institutional requirements. This includes, but is not limited to: a) Advising the 
ACOS /R&D on maiters relating to the animal care and use program, facilities and 
personnel; Stopping any experiment and, if necessary, euthanizing animals if, in 
his/her judgment, the animals are experiencing unnecessary distress; b) 
Examining and testing any animals for disease or disease processes detrimental 
to humans, or to the same or other animal species; Conducting necropsy 
examinations; providing/ordering adequate veterinary medical care for sick 
/injured animals; conducting, prescribing and monitoring pre-and postsurgical 
care 

2) Assures enrollment in the occupational health program of all VMU personnel 
and others supervised by VMU staff that are involved in the primary care or 
husbandry of animals. 

3) Approves the purchase and acquisition of all animals by the VMU, including: a) 
Animals purchased from commercial suppliers of laboratory research animals 
(including selection of the sources of animals for the purpose of decreasing the 
risk of disease in the VMU’s animal colonies); b) Animals trapped or collected 
under permits issued by the California Department of Fish and Game if applicable 
c) Animals purchased or received from other biomedical institutions; 

4) Examining and, where necessary, placing newly acquired animals into 
quarantine; 

5) Requiring vaccination when indicated, treatment, testing of all newly acquired 
animals as necessary; 

6) Recommending and approving all purchases and use of feed, bedding and 
animal housing, and all other materials pertaining to animal care; 

7) Recommending and approving all vermin control programs within the VMU or 
affected areas where laboratory animals are housed, transported or utilized; 
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8) Overseeing animal space utilization on a day-to day basis, and reviewing and 
approving plans for alterations in all institutional and animal facilities; 
9) Serving as a voting member of the IACUC; 
10) Serving as a liaison in matters of animal care between the ACOS/R&D and 
staff of the VMU; 
* ° ° Hy 
11) Providing guidance to, and consultation with, the investigators in matters of | 
anesthesia, euthanasia, and animal models; | 
12) Reviewing animal protocols prior to their review by IACUC, with particular | 
concern for the use of anesthetics, analgesics, tranquilizers, methods of | 
euthanasia, and availability of proper housing; 
13) Treating outbreaks of disease in the animal colonies in a manner that is | 
compatible with the research being conducted; 
14) Assuring that all animals are observed daily by trained animal care staff; | 
15) Providing and monitoring the animal care and use training program for all | 
VAPAHCS investigators, research technicians and VMU staff; | 
16) Assisting investigators in surgery and post-surgical care; 
H 
| 
t 
| 
i 
H 


17) Maintaining animal records. The VMO advises the ACOS/R&D on all animal 
care and use matters, and is responsible for the animal care and use program 
(which includes the veterinary care and animal husbandry program). Certain 
aspects of this responsibility are delegated to the VMU Supervisor and Lead 
Animal Caretaker, who in turn are responsible for all animal housing and support 
facilities, and the training and supervision of the animal care technicians. The 
VMO is also directly responsible for the preventive medicine program and the 
various diagnostic services required for monitoring animal health. All of the daily 
health observations and most of the animal treatment and post-op care are 
carried out by either the VMO, VMU Supervisor, Lead Animal Caretaker or 
experienced animal caretakers under the supervision of the VMO. In some cases 
investigators will carry out treatments or provide post-op care. All research 


i personnel who carry out treatments or post-op care are trained and VMU staff 
| provide general supervision of their activities. 


List others (e.g., Principal Investigators, veterinarians serving as Principal 
Investigators, veterinary faculty/staff, technical staff, farm managers) who 
have a direct role in the provision of veterinary care and describe their 
responsibilities. The Organizational Chart(s) provided in Appendix 4 must 
depict the reporting relationship between these individuals and the Attending 
Veterinarian. 

Note: \f preferred, this information may be provided in a Table or additional 
Appendix. 


VMU staff members provide the primary care to the research animals. 
Researchers are provided the opportunity to perform treatments on animals 
requiring care. If they choose this option, they are provided treatment 
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instructions, necessary medication and supplies, and training as needed. Animals 
housed in caging containing chemical or biological hazards are cared for by lab 
personnel after training by the veterinary staff. 


c. Interinstitutional Collaborations [Guide, p. 15] 
Describe processes for assigning animal care and use responsibility, animal 
ownership and IACUC/OB oversight responsibilities at off-site locations for 
interinstitutional collaborations. 


VAPAHCS collaborates with Stanford University on(({@y active protocols. All the 
animals on this protocol are housed at Stanford University and all procedures are 
performed there as well. Stanford veterinarians oversee the welfare of these 


animals and their IACUC oversees the research area(s). Stanford’s IACUC conducts 
and communicates their semi-annual inspection results of the associated research 
area(s) to VAPAHCS’ IACUC. 


2. Personnel Management 


a. Training, Education, and Continuing Educational Opportunities 
Describe how the IACUC/OB provides oversight and evaluates the effectiveness 
of training programs and the assessment of personnel competencies. Describe 
how training is documented. 
Note: Do not include details about the training program, which should be 
described in the following sections. 


The IACUC provides oversight to all of the aspects of the training program for all 
animal users. Investigators and animal research staff are required to complete an in 
person VMU orientation in addition to the CITI online training prior to being granted 
entrance in the Veterinary Medical Unit (VMU). Investigators and staff must also be 
included as personnel on an approved animal protocol before performing work at 
the VMU. Animal research staff are also required to complete training modules for 
each specific animal with which they will be working. Training on specific research 
procedures may be provided by VMU staff when indicated. Topics include humane 
restraint and handling, blood collection techniques etc. The VMU also provides 
lectures in identification in pain/distress in rodents and breeding of mice, and a 
didactic and hands on aseptic surgery technique workshop. Training for more 
advanced surgical procedures and or manipulations can be required by the IACUC, 
identified during an observation by VMU staff or requested by the investigator. 
Successful completion of the training modules and VMU orientation is documented 
as part of the VAPAHCS Research Compliance System (RDIS). The IACUC reviews all 
training records during the post-approval monitoring process (PAM) of the IACUC 
semi-annual inspection. During the program review aspect of the IACUC semi-annual 
inspection, the training program for all laboratory personnel is reviewed. The 
effectiveness of the training programs is evaluated during the IACUC semi-annual 
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inspection process and on a continuous basis by VMU staff while providing 


oversight/supervision for all of the activities occurring in the VMU. 


7 
Veterinary and Other Professional Staff [Guide, pp. 15-16] 

For the Attending Veterinarian and other individuals having a direct role in 
providing veterinary medical care (veterinarians, other professional staff listed 
above, private practitioners, etc.), provide: name, credentials (including 
degrees), and a description of their qualifications, training, and continuing 
education opportunities. 

Note: Please do not provide curriculum vitae of personnel; if preferred, this 
information may be presented in a Table or additional Appendix. 


(b)(6) , provides veterinary care and program oversight. Bg 


has over seven years of experience in the field of laboratory animal 
medicine. @@) became a Diplomat of the American College of Laboratory Animal 
Medicine in] @@ is a licensed veterinarian in the state of California and 
USDA accredited. 


(b)(6) , provides clinical care, program oversight and has the 


delegated authority of the VMO in the VMO’s absence. [(RI@) has over 30 
years of experience in the field of laboratory animal medicine and served 
previously as the VMO for VAPAHCS. is a licensed veterinarian in the state of 
California. 


(b)(6) , is the Veterinary Medical Unit Facility Supervisor. gj has 
over 30 years of experience in the field of laboratory animal medicine including 
several years in a supervisory capacity. 


(b)(6) is the Animal Health Technician. @@ has over four years of 
experience working as an animal health technician in an academic laboratory 


animal medicine environment. @@ attended G@ which provides 
EI(b)(6) veterinary technology program with special concentration in 
laboratory animal medicine. 


Animal Care Personnel [Guide, p. 16] 
1) Indicate the number of animal care personnel. 


2) - Summarize their training, certification level and type, experience, and 
continuing education opportunities provided. 
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Note: If preferred, this information may be provided in a Table or additional 
Appendix. 


VMU animal caretakers are trained to perform their husbandry 
responsibilities following standard operating procedures and have extensive 
husbandry and research experience. (@]@) animal caretakers are AALAS 
certified at the Assistant Laboratory Animal Technicians level. (1% 

---»| additional caretakers are preparing for the ALAT exam, caretakers are 
preparing for the LAT exam, and@J@ caretakers are preparing for the LATg 
exam. Their years of experience range from 1-30 years of experience in the 
field of laboratory animal medicine both in academia and industry. Animal 
care staff are encouraged to seek AALAS certification, and online classes are 
provided. Animal care staff are required to complete all CITI training modules 
for the individual animal species as well as working with the IACUC. Animal 
care staff are encouraged to attend local and regional AALAS and other 
organizational trainings and are involved in frequent in house training. 
Supervisory staff meet with the animal care staff at least twice a month and 
those meetings include any updates on changes in guidelines or requirements 
in the laboratory animal field as well as principles of animal care and use, 
personal hygiene, facility safety and security. All staff are required to 
complete all VA online employee training modules that include research 
safety among many topics. All animal care staff have access to the AALAS 
Learning Library and are encouraged to complete all trainings that are 
available with this resource. The Veterinary Medical Officer provides training 
in the areas germane to the care and use of laboratory animals and the 
Veterinary Medical Unit library maintains current materials including audio 
and video resources that are available to the animal care staff. Research 
administration through the research website RDIS in conjunction with the A- 
tune database, monitors all training requirements for research users. The 
research website tracks training completion dates and sends out reminders of 
training renewal dates for research personnel and VMU staff. 


lili. The Research Team [Guide, pp. 16-17; 115-116; 122; 124] 


1) Describe the general mechanisms by which the institution or IACUC/OB 
ensures that research personnel have the necessary knowledge and 
expertise in the animal procedures proposed and the species used. 


Prior to working with live animals, research personnel must be added to an 
approved protocol, complete all required trainings, and complete 
occupational health screening and any human resources requirements. 
Required trainings consist of both online training and in person didactic 
training. All personnel are required to complete CITI training modules that 
include principles of working with the [ACUC as well as species-specific 
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modules. All new personnel are required to attend an orientation of the 
animal facility that includes a review of all the regulatory requirements, 
including aspects of the occupational health program, proper use of the 
animal facility and the humane euthanasia of animals. 

Research personnel must be marked as proficient by the identified trainer 
prior to performing procedures. Hands on training from the VMU may be 
required if determined by the IACUC. During the post-approval monitoring 
(PAM) aspect of the IACUC semi-annual review the training records of all 
personnel are reviewed. Hands on training is offered on a regular basis for all 
researchers. VMU staff will also provide additional hands on training when 
dictated by the IACUC during protocol review and /or when requested by the 
investigator. A majority of the procedures including all survival surgeries are 
carried out in the animal facility allowing veterinary staff to maintain 
oversight. Furthermore, when dictated by the IACUC or VMO, VMU staff will 
monitor procedures to assure competency with all animal procedures that 
are being conducted. The VMO works closely with research personnel to 
assure they are competent in the research procedures they are approved to 


| perform. 


a) Briefly describe the content of any required training. 


All VMU personnel and research personnel are required to complete 

online CITI training. The online resource provides extensive training on | 
| IACUC function, investigator responsibility in research, regulatory | 
| requirements and specific methods for working with individual species in 
| a humane and ethical manner. The training is renewed every three years | 
| and personnel are required to successfully complete associated testing. 
i Personnel are required to complete the trainings that specifically relate to | 
| the research that is being carried out. For example, investigators utilizing I 
| mouse models are required to complete the mouse module successfully. | 


| VMU staff are required to complete the modules that cover mice, rats, 


| hamsters, rabbits, and amphibians. | 
| All new animal users are required to attend an orientation training that is 
i provided by the VMO, Facility supervisor, or his/her designee. Topics that 
are covered include proper use of PPE, clean and dirty concepts in an 
| animal facility and other topics. There is also a discussion about safety and | 


| 
| 
i the use of hazardous agents and responding to a disaster etc. The VMO- | 
| 


| or Animal Health Technician also provides individualized training to 
| personnel in proper euthanasia techniques, proper anesthetic techniques, 
| humane handling of animals, blood collection and injections in rodents for 
| each species and training in any approved research procedure that lab | 
| personnel may request. These trainings are documented in tick@lab. | 
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b) Describe the timing of training requirements relative to the 
commencement of work. 


| Work cannot commence until research personnel are added to an 


| approved protocol, required CITI and VMU orientation training has been | 
| completed and documented in RDIS, and procedure specific training is 
completed and documented in tick@lab. The training for laboratory 
specific procedures is documented in tick@lab and are reviewed during 
the ACORP review process as well as during the IACUC semi-annual 


inspections. 


c) Describe continuing education opportunities offered. 


| The VMU regularly offers seminars in aseptic technique, | 


| pain/distress/health monitoring in rodents, breeding in rodents, and 
hands-on workshops to research personnel. Seminars are updated when 
new information is available. 

Furthermore, all animal users are required to complete CITI training every 
three years. 


2) Describe the process(es) to ensure surgical and related procedures are 


performed by qualified and trained personnel, including: 

e who determines that personnel are qualified and trained for surgical 
procedures 

e the roles that the Attending Veterinarian and IACUC/OB have in 
this determination [Guide, pp. 115-116] 


Surgical and related procedures are provided oversight through the process 
of the required veterinary consult, review and approval of the IACUC of the 
research proposals and the supervision of VMU research activities by the 
VMO and VMU supervisory staff. During the veterinary consult and the IACUC 
review of the protocol the qualifications and training of personnel is reviewed 
and considered. If it is determined that a researcher needs additional training 
prior to initiating a study the IACUC will require that additional training is 
provided and documented by veterinary staff. When dictated by IACUC or the 
VMO, the VMO/Animal Health Technician will review investigator 
competency regarding any proposed research procedures. 


The majority of all animal procedures are carried out in the VMU including all 
survival surgeries where veterinary staff (VMO/Animal Health Technician) can 
provide oversight and post-approval monitoring. Procedures are performed 
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in shared centralized procedure areas for which investigators sign up in 
advance of their use. In the event that researchers are identified by 
veterinary staff to require additional training, they will not be allowed to 
carry out the procedure until training has been provided and competency is 
reviewed and documented. 


Furthermore, the IACUC reviews training of research personnel! during the 
IACUC semi- annual inspection process. 


3) Describe the training and experience required to perform anesthesia. 
[Guide, p. 122] 


The training and experience requirements to independently perform 
anesthesia are determined on an individual basis. Researchers are required to 
confer with the VMO prior to the submission of a new animal protocol. 
During the veterinary consult all issues that impact animal welfare are 
reviewed and discussed with the VMO including issues of anesthesia and 
analgesia and the VMO will make recommendations to the researcher. The 
VMO will also discuss experience and training of all personnel who will be 
approved to carry out procedures in the proposed protocol including 
experience in the use of any anesthetic agents in the species that will be 
used. During the protocol review process the IACUC reviews the details of the 
experimental procedures and reviews the specific training of all as well as the 
plan to train untrained personnel. If the IACUC determines that personnel 
require additional training then the VMO, Animal Health Technician, or senior 
member of PI lab will perform additional training and confirm proficiency 
prior to allowing the individual to perform the procedure independently. 
Depending on the nature of the proposed work and the species involved the 
IACUC could require that VMU staff provide anesthetic support in lieu of 
research personnel anesthetizing the animals. It is VMU policy that trained 
and experienced VMU staff conduct and monitor the anesthesia of non- 
rodent and non-aquatic species of animal. In some cases VMU staff will 
provide anesthesia services for rodent studies depending upon the 
complexity of the procedures and or by request of the investigator. In the 
event that research personnel require training in proper anesthetic 
techniques the VMO or Animal Health Technician will provide the required 
training and lab personnel will also have access to resources that are available 
in the VMU Library. Individual training provided by VMU staff is documented 
in tick@lab. When indicated, the VMO or Animal Health Technician will 
provide group training on proper anesthetic techniques to groups of 
investigators. 


ee 


4) Describe how the proficiency of personnel conducting euthanasia is 


ensured (especially physical methods of euthanasia). [Guide, p. 124] 


i All euthanasia methods that are approved comply with the 2013 AVMA Panel 

| for Euthanasia. Approved euthanasia techniques are discussed during the 
required facility orientation. The veterinary staff, Facility Supervisor, or VMU | 

i staff approved to train researchers on euthanasia provide hands on training 

when dictated by the IACUC, or requested by an individual. The training of 

personnel on methods of euthanasia is documented in tick@lab and new staff 


is trained by a senior member of the PI lab or VMU staff. The VMO observes 


| 
| | 
| any procedures of concern and informs the IACUC of any relevant findings. | 
| 

| 

H 


Lab personnel perform euthanasia in mice, rat, hamster, and aquatic species. 
The IACUC requires that all investigators use a secondary means of 

i euthanasia to confirm death. Furthermore, post-approval monitoring of 

| individuals performing euthanasia is performed. 


b. Occupational Health and Safety of Personnel [Guide, pp. 17-23] 


Institutional Oversight [Guide, pp. 17-19] 


1) List the institutional entities (units, departments, personnel, efc.) that are 


involved in the planning, oversight, and operation of the institutional 
occupational health and safety program related to animal care and use 
(e.g., office(s) of environmental health, institutional health services or 
clinics (including contracted health services), industrial hygienists, 
Institutional Biosafety Commiitee(s) and/or Officer(s), Radiation Safety 
Commitiee(s) and/or Officer(s). 


¢ Include a brief description of their responsibilities and qualifications. 
¢ — If contracted services are used, also include their location (e.g.,remote 
offices to which personnel must report). 


The Director of the Occupational Health Program and the Occupational 
Health Nurse administer the OHSP and conduct the required program review 
processes. The IACUC reviews the function of the OHSP during the IACUC 
Semi-Annual Facility Inspection and Program Review. The Preventive 
Medicine Program for Research Animal Users (AEPMP) has been developed 
by Research Administration and the Occupational Health Program (OHP). All 
personnel who have contact with laboratory animals or are involved in the 
care of laboratory animals or their living quarters are required to participate 
in the program. The Subcommittee for Research Safety (SRS) is involved in the 
review of all animal procedures that use hazardous agents and reviews and 
approves the Standard Operating Procedures to assure the health and well- tt 
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2) 


| being of the personnel involved in carrying out the studies. A representative 


from Stanford Health Physics is a voting member of the SRS and reviews 
projects that include the use of gamma radiation or isotopes. The Stanford 
Administrative Panel on Biosafety (APB) reviews all protocols that involve the 

| use of BSL2 agents. A representative from the APB is also a voting member of 
the SRS. The representative from the APB also receives material discussed at 
IACUC meetings and attends the IACUC meeting as a non-voting member. The 
facility industrial hygienist and Research Safety Officer sit on the SRS 
committee. 


Describe methods to identify work-related hazards and the processes 
used to evaluate the significance of those hazards in the context of duties 
and tasks. Describe both common approaches and differences, if 
applicable, for categories of personnel such as, but not limited to, 
researchers, veterinarians, husbandry staff, cage-washing staff, students, 
housekeeping, physical plant staff, security personnel, IACUC/OB 
members (including non-affiliated members), contractors, visitors, etc. 
[Guide, pp. 18-19; see also Chapters 2 and 3 in Occupational Health and 
Safety in the Care and Use of Research Animals, NRC 1997.]. 


There are two VAPAHCS committees (SRS and IACUC) charged with reviewing, 
providing guidance to, and monitoring of investigators and personnel working 
with hazardous agents. The Committees work together to review the 

planned work and determine the needed safety processes. 


Subcommittee for Research Safety (SRS): The SRS Committee reviews the 
safety profile for every research project. As part of the review, SRS members 
review the planned animal work, including agents that will be used as part of 
both in-vitro and in-vivo experiments. The SRS member reviews the Safety 
Data Sheet (SDS) for each of the substances and evaluates the safety hazard 
for researchers, as well as VMU staff. Standard Operating Procedures have 
been developed for many of the commonly used hazardous agents and 
researchers will be reminded to follow the SOP as part of the approval 
notification. In the event the researchers are using a substance new to 
VAPAHCS, the SRS will ask the researchers to submit a SOP that covers 
formulation through animal waste removal for review and approval. The 
approved SOP becomes part of the project approval and is shared with the 
VMU staff prior to use in the VMU. 


Additionally, the SRS coordinates with Stanford Environmental Health and 
Safety (EH&S) for oversights on radiation safety and biosafety: 
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| e Radiation Safety Program: VAPAHCS has a Memorandum of | 


Understanding (MOU) for Stanford’s EH&S Health Physics to oversee 
our radiation safety program. Use of radioactive substances require 
approval through Stanford Health Physics by obtaining a Controlled 
Radiation Authorization (CRA) license. The CRA is documented as part 
of the safety profile and a representative from Stanford Health Physics 
is a voting member of the SRS. The CRA application and review 
process are described on the Stanford EH&S website 
(https://ehs.stanford.edu/services/controlled-radiation- 
authorization). All personnel listed on the CRA must receive radiation 
safety training, on-the-job training, and completion of the on-the-job 
training form before allowed to handle isotopes. The training explains 
how to conduct pre- and post-experiment surveys, stay safe when 
using radioactive material, conduct monthly radiation surveys, and 
collect data in the user radiation survey form. All affected project staff : 
must also review and sign the Hazards Evaluation prepared by a health | 
physicist and countersigned by the radiation safety officer. CRAs are 
recorded in the safety profile, with approved isotope usage and | 
expiration dates, and are reviewed by the SRS. 


Use of radiation generating equipment, such as the X-ray machine, 
requires a Controlled Machine Authorization (CMA) permit. New 
users to the X-ray machine at the VMU are required to take an online 
training (EHS-PROG-1775 Radiation Safety Questionnaire for Users of 
Cabinet X-ray or Irradiators) administered by Stanford Health Physics 
and receive hands-on training from the CMA administrator. 


e Biosafety Program: VAPAHCS has a Memorandum of Understanding 
(MOU) for the use of the Administrative Panel for Biosafety (APB) as 
our Institutional Biosafety Committee. The APB reviews and approves 
protocols involving the use of biohazardous agents (BSL-2) and 
recombinant DNA. As part of the APB approval, a biovisit is conducted 
to evaluate the work conditions, safety precautions, and proper use of 
equipment. Researchers are also required to complete EHS-PROG- 
1600 Bloodborne Pathogens (BBP) training prior to start work with 
BSL-2 agents or recombinant DNA. Recertification of BBP training is 
required every two years. The APB is considered a subcommittee to 
the SRS. Approved APB protocols are attached to the Safety Profile 
for review by the SRS. The protocol numbers for APBs associated with 
a specific animal protocol are also recorded in the Safety & Hazard 
section of the protocol under the agents covered by the APBs. 


| 
| 
| 
| 
! 
| 
| 
| 
| 
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IACUC: The animal protocol includes a detailed list of substances planned for 
use in animals. The IACUC members evaluate the hazards associated with 

each substance and work with the SRS to ensure appropriate standard 
procedures are in place. 


| 
| 
| 
When using hazardous toxins in cages that require change out by research | 
personnel, a red sign is posted on the door and the cage is labeled with a 
yellow sticker indicating “hazardous chemical agent.” Researchers change 
cages as outlined in the SOP submitted to SRS. Researchers are asked to rinse 
the inside of the caging components with MB-10 and to discard the rinsate 

into the bedding to be disposed of in chemical waste. MB-10 is readily 
available in housing rooms to use to rinse cages. Cages are then placed ina 
clear plastic bag and brought to dirty cage wash. VMU personnel are trained 

to treat cages in clear plastic bags last and to change gloves after handling 
these cages. | 


3) Describe methods and frequency of reassessing work-related hazards. 


The Safety Profile for each project is, at minimum, evaluated annually. Any 
changes in the safety profile for a project are reviewed and approved by the 
SRS. 

Representatives from the APB also schedule annual biovisits to ensure staff 
are following proper procedures and the protocol and that the biosafety 
cabinets are recertified annually. Any findings from the biovisits are reported 
to the SRS. If the SRS determines findings from a biovisit of inspection are 
serious, the SRS will request follow-up visits to the lab, retraining of 
personnel, and assurance from the PI the deficiencies will be addressed. 

The Research Safety Officer conducts regular Life Safety inspections that 
include an inspection of the lab. Any deficiencies are reported to the 
Principal Investigator (PI) and the SRS. Additionally, the VAPAHCS executive 
office conducts quarterly EOCC inspection that includes the VMU and the 
research area. The inspection team includes the Research Safety Officer, 
chemical hygienist, and representatives from infection control, engineering, 
and EH&S. 


4) Describe institutional programs or methods used to track and evaluate 
safety-related workplace incidents, including injuries, exposures, 
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accidents, etc. Include the frequency of such assessmenis. [Guide, pp. 
18-19] 


| VAPAHCS uses the Automated Safety Incident Surveillance Tracking System | 


i (ASISTS) to track and evaluate work-place injuries. In the event personnel are | 
injured or come in contact with a hazard, they are instructed to seek | 

immediate medicate attention by reporting to Occupational Health or the 
Emergency Room. The employee’s supervisor is required to enter the event - | 
into ASISTS. The Occupational Health Nurse or Emergency Room will evaluate | 
| any injury or exposure and determine the appropriate medical follow-up. 

Any research related events are reported to the SRS at the next scheduled | 
| meeting. 


ii. Standard Working Conditions and Baseline Precautions 
The following section pertains to the Occupational Health and Safety Program 
for all personnel associated with the animal care and use program. Specific 
information regarding the use of hazardous agents is included in subsection 
iii below. 


1) Medical Evaluation and Preventive Medicine for Personnel [Guide, pp. 
22-23] Noite: Include blank forms used for individual health assessment as 
Appendix 6. 


a) Describe who (e.g., personnel assigned to job/task categories in 
|.A.2.b.i.2) above) receives personal medical evaluation as a 
component of individual risk assessment. Describe who are not 
included and/or exempted from personal medical evaluation. Nofe: Do 
not include the names of personnel. 


All personnel who are involved in the care of laboratory animals or their 
living quarters and/or have contact with laboratory animals are required to 
enroll in the OHP program. Prior to finalizing the employee’s appointment, 
the employee must present to the Occupational Health Program (OHP) for 

a pre-employment medical evaluation. 


Researchers are also expected to complete an annual health 
questionnaire. Research Service notifies employees of the need to 

complete the questionnaire. OHP is responsible for contacting individuals 
if additional medical follow-up is necessary. 


OHP will maintain health information from all enrollee’s pre-employment 
physical and Annual Health Questionnaires in an Occupational Health 


Medical Record. The Annual Health Questionnaire is included in Appendix | 
6. | 


b) Describe provisions for allowing an individual (following completion of 
individual health and job related risk assessmenis) to decline 
participation in all or part(s) of subsequently available medical and 
preventive medicine components of the institutional program, e.g., 
vaccinations, physical examinations, respiratory protection, as 
applicable. Provide an estimate (percentage) of personnel associated 
with the animal care and use program that have declined participation 
in the medical evaluation program. 

Note: Do not include names of the personnel 


Per VAPAHCS policy, employees involved in the care of laboratory animals 
or their living quarter and/or have contact with laboratory animals must 
enroll in the OHP program. If an employee declines enrollment, he/she 
will not be permitted to work with animals. 


c) Describe provisions for assuring confidentiality of medical information. 


d) Describe safety considerations for individuals with incidental exposure 
to animal care and use (e.g., contractors, personnel working in open 
laboratories). 


| Within the VMU, signage (biohazard stickers, chemical hazards, radiation 


hazard) are posted on the doors to the animal housing or procedure room. 
Within the animal rooms, stickers are placed on individual cage cards to 
identify the hazardous material, experimental time frame, and the contact 
person (POC). Animals exposed to BSL-2 agents are housed in ABSL-2 
rooms within cubicles. 


If work from contractors is required, Infection Control and the Safety and 
Emergency Management Department evaluate PPE requirements and 
infection control measures. Infection control personnel complete a risk 
assessment and it is reviewed at the pre-construction meeting. When 
beginning work, all contractors communicate with the VMU Facility 
Supervisor or VMO to also review PPE requirements, room hazards, and 
personal hygiene in the VMU before beginning work. 
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e) 


Personnel from EMS working in the VMU are prohibited from entering 
housing rooms or procedure rooms and are not exposed to any pathogens. 
Engineering personnel meet with the VMU Facility Supervisor prior to 
beginning work and are asked to wear appropriate PPE as needed. If work 
is needed in areas such as ABSL-2 they are trained by the VMU Facility 
Supervisor to work safely in the area prior to commencing work. 


Within the lab environment where animals are processed for post-mortem 
tissue collection, the designated areas are inspected by the IACUC during 
semi-annual inspections. Via annual health survey, the Occupational 
Health Program at the VAPAHCS identifies lab personnel who are allergic 
to laboratory animal and provide appropriate protections (N95 mask or 
other respiratory protection as deemed appropriate) if exposure to 
research animals is unavoidable. The research labs at the VAPAHCS are 
secured areas controlled by electronic badge access. Non-research 
personnel and outside contractors have no direct access to the research 
area, which helps to minimize unintended exposure to research animals. 


Describe general features of the medical evaluation and preventive 

medicine programs, within the context of work duties, including: 

* pre-employment/pre-assignment health evaluation, 

« medical evaluations (including periodicity), 

¢ diagnostic tests (e.g., for tuberculosis), 

* precautions for working with potentially hazardous species (e.g., 
nonhuman primates, sheep, venomous species) 

¢ immunization programs, and 

¢ procedures for communicating health related issues. 


The VAPAHCS Occupational Health Program (OHP) maintains health 
information for animal users from their pre-employment physical 
examination and Annual Health Questionnaires including updates in their 
OHP record. During the pre-employment aspect of the OHP examination, 
OHP professional staff determines the need for additional immunization or 
special considerations prior to the completion of their assessment 
program. The Annual Health Questionnaire includes questions regarding 
the species worked with, contact time with animals, animal tissue and 
animal housing areas. Other aspects covered include the exposure to 
animal or human pathogens. Individual health histories and completed 
Annual Health Questionnaires of the personnel are maintained by the OHP 
professional staff. Personnel are required to inform their supervisor and 
OHP if there is a substantial change in their work assignment or their 
health status. The OHP will follow-up directly with the employee if 
additional medical follow-up is necessary. 
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f) Describe any other entities that provide medical services (e.g., 
emergency care, after-hours care, special medical evaluation, 
contracted services). Include a brief description of their credentials 
and/or qualifications, and how these entities remain knowledgeable 
about animal- or institution-related hazards and risks. 


An employee needing medical attention outside the hours of OHP is 
instructed to report to the Emergency Room. The emergency room 


doctor will triage and evaluate risk based on the reported incident. The 
employee will be instructed to follow-up with OHP. 


2) Personnel Training Regarding Occupational Health and Safety 
[Guide, p. 20] 


Describe general educational program(s) to inform personnel about: 

e allergies, 

e zoonoses, 

e personal hygiene, 

e physical injuries in animal facilities (e.g., noisy areas, large 
quantities of chemicals such as disinfectants, ergonomics) or 
species used (e.g., nonhuman primates, agricultural animals), 

e other considerations regarding occupational health and safety. 


Include in the description a summary of the topics covered, including: 
e Entities responsible for providing the training 
e Frequency of training or refresher training 


Note: Do not include special or agent-specific training for personnel 
exposed to experiment-related hazardous agents; this will be provided in 
Section iii.3 below. 


Occupational health training and safety training is provided online through the 
Research Safety training and in a didactic forum during VMU orientation 
including the discussion of personal hygiene, allergies, zoonoses, the use of 
chemical and biohazardous materials, and the use of personal protective 
equipment. Exposure to physical injuries such as disinfectants in animal 
facilities is also reviewed during the VMU orientation. The training is provided 
to research personnel and VMU staff by the VMO, VMU Facility Supervisor, or 
his/her designee, and is required prior to starting work in the VMU. The need 
for vigilance regarding these issues is emphasized with individuals and in staff 
meetings. These principles are also covered in the required CITI online 
training, which must be taken every three years. A brochure written by VA 
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| Central Office is also available as a reference as well as materials in the VMU 
| library. 


| Ergonomic and chemical safety training is also provided by the VMO and VMU 
| Facility Supervisor for VMU staff annually. Recommendations to improve 

| ergonomics is provided by the VA Physical Therapy Department. The Safety 
| and Emergency Management Department are consulted regarding chemical 


hygiene. 


| During the IACUC semi-annual inspections the use of PPE is reviewed with 
researchers. VMU supervisory staff monitor the use of required PPE by VMU 
staff and research staff daily. PPE is located in several convenient locations in 
the facility and readily available. 


3) Personal Hygiene [Guide, p. 20; Ag Guide pp. 4-5] 
a) List routine personal protective equipment and work clothing provided 


and/or required for animal care personnel, research and technical staff, 
farm employees, etc. 


| Animal Caretakers: 
Before reporting for duty, VMU husbandry staff are required to change 
from street clothing to VA-provided scrubs. The hospital laundry provides 
laundering service for scrubs. A washer/dryer is also available should VMU 

i staff prefer to launder their own scrubs. Animal husbandry staff is required 

| to don disposable gowns, gloves, masks, and head bonnets. The VA 

Research Department provides ergonomic shoes for animal care staff. 

TechTrak mats are present at the entrance/exits of the vivarium. Rooms 

housing gnotobiotic animals, barrier rooms, and ABSL2 areas require 

| additional PPE. Should the safety department require hearing protection, 

| disposable earplugs are provided. A PAPR and rubber boots are also 

available for use in dirty side cage wash. Chemical resistant apron and face 

i shields are available when handling caustic chemicals. A PAPR is also 
available through the Safety and Emergency Management Department 
through a pilot program for use with isoflurane if occupational health 

| deems it medically necessary. Scrubs are removed and placed in the dirty 
laundry bag at the end of the shift. Staff are required to change out of their 

scrubs when entering public areas. Street clothes are worn off site. 


Research and technical staff: 

Research and technical staff are required to don disposable gowns, gloves, 
masks, and head bonnets. TechTrak mats are present at the entrance/exits 
of the vivarium. Rooms housing gnotobiotic animals, barrier rooms, and 
ABSL2 areas require additional PPE. A PAPR is also available through the 
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Safety and Emergency Management Department through a pilot program 
for use with isoflurane if occupational health deems it medically necessary. 
Online training is required to use a PAPR. Face shields are provided if 
researchers are working with viral agents or human tissue samples outside 
of a biosafety cabinet (must be approved in the APB). Occupational health 
deems when respirators are necessary for individuals. If necessary, annual 
fit testing through the Safety and Emergency Management Department is 
required. 


b) Describe arrangements for laundering work clothing. 


Clean laundry is delivered weekly. Laundry is picked up daily. Should 
caretakers prefer to launder their own scrubs, a washer/dryer is also 
available in the VMU. 


c) Describe provisions and expected practices for washing hands, 


showering, and changing clothes, including instances where work 
clothes may be worn outside the animal facility. 


Frequent hand washing when working in the VMU and hand washing at 
the completion of work in the VMU is reviewed during the VMU 
orientation and mandated by occupational health. Sinks are provided in all 
housing rooms and are easily accessible to all procedure rooms. Sinks are 
available in the bathrooms at the exit of the animal facility for hand 
washing. Showers and lockers are provided for VMU personnel. Building 
OGM, the women's locker room, contains one shower and four 
lockers. (Gs . the men's locker room contains one 
shower and five lockers. Hand washing facilities are also available in the 
personnel lunch/ break room. 

VMU caretakers must change into scrubs prior to working in the facility 
_and must change into street clothes after completion of their shifts. PPE is 
worn over scrubs when working in a housing room and when potentially 
exposed to any animal allergens or hazards. 

Staff change out of soiled scrubs prior to entering public areas. Showers 
are available for research personnel if needed. 


d) Describe policies regarding eating, drinking, and smoking in animal 


facilities. 


Eating and drinking is only allowed in designated areas in the VMU. Eating 
and drinking is allowed in the Lunch/Break Room [QI@ and the 
administrative offices (b)(6) 
Smoking is only allowed in a designated area on the VAPAHCS campus. 
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4) Standard Personnel Protection [Guide, pp. 21-22] 


a) Describe facility design features, equipment and procedures employed 
to reduce potential for physical injury inherent to animal facilities (e.g., 
noisy areas, large quantities of chemicals such as disinfectants, 
ergonomics) or species used (e.g., nonhuman primates, agricultural 
animals). 


Special equipment used in the VMU includes dollies and a motorized lift on 
the loading dock for loading and unloading supplies. 


Risk of injury due to slipping on wet floors is addressed by providing boots 
with non-slip soles, safety shoes, placing warning signs when wet floors are 
present, squeegees to help remove moisture quickly and textured floor 
surfaces. In 2009 the floor surfaces of the clean and dirty side of the cage 
wash area were resurfaced to assure personnel safety. 


To reduce any ergonomic injuries related to watering animals, several 
updates have been provided. A light and easy to use water bottle filling 
manifold is provided on the clean side of the cage wash to enhance the 
ease of filling the water bottles. Caretakers use a tool to remove caps from 
water bottles, reducing hand strain. Plastic bottle crates holding 18 bottles 
were purchased to replace metal water bottle crates holding 24 bottles, 
reducing the overall weight of water bottles. Ergonomic water bottle crate 
trolleys were also purchased for ease of movement of bottle crates. 
Approximately 40% of the VMU rodent caging now utilizes a hydropac 
water bag system. This system greatly reduces the amount of weight when 
handling water bags compared to water bottles. Ergonomics training is 
also provided by the VA Physical Therapy Department to help prevent 
workplace injuries. 


PPE is available to all VMU users and staff, which includes disposable 
gowns, shoe covers, masks, hair bonnets, gloves, and PAPR’s if 
approved/needed. 


Personnel who work on the dirty side of the cage wash wear a PAPR and 
are provided impermeable coveralls and/or a water impermeable apron, 
water impermeable boots, neoprene gloves, and ear protection. Staff wear 
neoprene gloves, eye protection and water resistant PPE when handling 
cage wash chemicals. A dump station for personnel working in the dirty 
side of the cage wash is provided and tested annually. The Safety and 
Emergency Management Department determines where hearing 
protection is required, and a hearing conservation program is 
implemented through the Safety and Emergency Department and 
Occupational Health when required. The Safety and Emergency 
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Department assesses the environment and enrolls employees who they 
deem necessary to participate in the hearing conservation program. 

Occupational Health tests those required to participate in the program and 
retains the records. 


All VMU personnel are trained in the safe use of all equipment, including 
how to use the emergency bar to exit the rack washer. 


Personnel are enrolled in the respiratory protection program as designated 
by the Safety and Emergency Department. Personnel using PAPRs must be 
medically cleared by Occupational Health prior to using the PAPR. They 
must be medically cleared again if there is any change in health status. 
Users must also complete an annual training. 


The volume of the largest container of cage washing chemicals used is 2.6 
gallons (10 liters) which decreases the weight that needs to be lifted. Feed 
and bedding bags weigh 35 pounds or less. 


b) Describe likely sources of allergens and facility design features, 
equipment, and procedures employed to reduce the potential for 
developing Laboratory Animal Allergies (LAA). 


Potential sources of allergens include dander and urine from mice and 
rats. Cage change stations or biosafety cabinets are available in every 
rodent housing room. A biosafety cabinet is available for use in necropsy. 
A dump station is available in dirty side of cage wash to decrease 
personnel exposure to allergens in bedding. Additionally, a PAPR is 
provided for those working in dirty side of cage wash. 

Caretakers cover cages with a micro-isolator lids when dirty cages are 
outside of the cage change station. Mice and rats are housed in static or 
individually ventilated micro-isolator caging. All exhaust air from IVC racks 
are ducted to the outside of the facility with the exception of (Gy 
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c) Describe likely sources of zoonoses and facility design features, 
equipment, and procedures employed to reduce potential exposure to 
zoonoses. 


Mice and rats are Specific Pathogen Free and should not harbor zoonotic 
diseases. Tadpoles may harbor zoonotic mycobacterium. Caretakers are 
required to wash hands after working with tadpoles and must wear 
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gloves, disposable gown, face mask, and hair bonnet when working with 
animals. Tadpoles do not “splash” and thus splash protection is not 
required. Water is suctioned out of the static tanks to reduce splash. 
However, PPE to cover arms and face shields are available if working with 
large amounts of water is necessary. 


d) Describe the procedures for the maintenance of protective equipment: 
and how its function is periodically assessed. 


All VMU staff are provided clean scrubs. Scrubs may be replaced by the 
VAPAHCS or laundered within the VMU if desired. Clean scrub pants are 
also provided for researchers for use in summer months. 

Disposable personal protective equipment such as gowns, gloves, hair 
bonnet and face mask are required. Additional PPE is needed for the 
gnotobiotic room, barrier rooms, and ABSL2 rooms. Disposable PPE does 
not require maintenance and is available at all times. They are changed 
multiple times throughout the day when soiled or as needed. Ear 
protection equipment (ear plugs) is utilized when necessary. Respiratory 
i support equipment is provided by occupational health and is be 
maintained based on occupational health policy. Filters to PAPRs are 
changed when indicated by the device, but at least annually. 


e) Respiratory Protection 


1) Describe situations where respiratory protective equipment is 
available or required, such as cage washing facilities, feedmills, etc. 


{ Personnel working on the dirty side of the cage wash utilize a PAPR and 
| a bedding dump station. 

| If personnel need an alternative respirator, personnel are medically 
cleared by occupational health and the Safety and Emergency 
Management Department fit test personnel yearly. 

Research studies are reviewed by the SRS, and if respiratory protection 
is required the type of respiratory protection is recommended by the 
Safety and Emergency Management Department. 


ii) Describe programs of medical clearance, fit-testing, and training in 
the proper use and maintenance of respirators. 


Personnel who require an N-95 respirator must be approved by 
occupational health. The Safety and Emergency Department fit tests 
those requiring N-95’s respirators annually. Personnel using a PAPR are 
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medically cleared by occupational health and must complete an annual 
training. If there is a change in health status, personnel must be 
medically cleared again by Occupational Health. 


! 


iii) Describe how such respiratory protective equipment is selected and 
its function periodically assessed. 


N-95 respirators are selected for personnel by the Safety and 
Emergency Management Department. They are fit tested annually. 
PAPRs are provided for caretakers working in dirty side of cage wash. 
lts use is assessed by the Safety and Emergency Management 
Department (industrial hygienist) annually. A bedding dump station is 
also provided in dirty side of cage wash. 


f) Heavy Equipment and Motorized Vehicles 


i) Provide a general list of the types of cage-processing equipment 
used, such as rack/cage washers, tunnel washers, robotics, and 
bulk autoclaves. Describe training programs, informational 
signage, and other program policies designed to ensure personnel 
safety when working with such equipment. 

Note: Details of specific equipment installed in animal facility(ies) 
are to be provided in Appendix 15 (Facilities and Equipment for 
Sanitizing Materials). 


Equipment used to process caging includes one Tecniplast 900 GP Rack 
washer, one Tecniplast Tunnel Washer GP, and a Getinge 733LS-E 
Series Steam Sterilizer. 


Safety pictograms are present on the Tunnel Washer and Rack Washer 
to inform personnel of hazards. 


Personnel are trained in the safe use of cage washing equipment 
annually. Standing operating procedures are established that specify 
the appropriate and safe use of the cage washing equipment that 
includes a tunnel washer, rack washer, bottle filler and the autoclave. 
All personnel are required to review the standard operating 
procedures and are provided hands-on training regarding the proper 
method of operating managing and maintaining the equipment. VMU 
supervisory staff provide daily oversight of the operation of the cage 
wash area to assure that all standard procedures are being followed 
and that the equipment is being operated safely. Principles of safety 
are emphasized during staff meetings and the equipment is maintained 
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under a preventive maintenance agreement that assures the efficient 
and safe functioning of the cage washing equipment. The agreement is 
provided by an outside vendor. The maximum volume of the cage wash 
chemical containers used is 2.6 gallons (10 liters) which decreases the 
required weight that needs to be lifted. Personnel are provided with 
eye protection, neoprene gloves and water resistant PPE when working 
with chemicals. 


ii) List other heavy equipment such as scrapers, tractors, and farm 
machinery (manufacturer name, model numbers, etc. are not 
necessary). Describe training programs, informational signage, and 
other program policies designed to ensure personnel safety when 
working with such equipment. 

Note: \f preferred, this information may be provided in a Table or 
additional Appendix. 


No large motorized equipment is used at the VMU. 


iii) If motorized vehicles are used for animal transport, describe how 
the driver is protected from exposure to hazards such as allergens 
or zoonoses and decontamination methods employed. Also 
describe instances where vehicles may be shared between animal 
and passenger transport. 


Vehicles may be used for transport of rodents from the VMU to 
Stanford’s (]@yj Center for use of the VA microCT. The GQ Center 
is approximately (QM from the VAPAHCS VMU 

(b)(6) ). Personal vehicles are inspected by the VMO or VMU 
management prior to transportation of animals. Micro-isolator animal 
caging is placed in opaque secondary containers to further protect 
drivers from allergens. It is recommended to those transporting 
animals that the secondary containers be placed on a sanitizable or 
disposable surface. 


g) Describe safety procedures for using medical gases and volatile 
anesthetics, including how waste anesthetic gases are scavenged. 
Anesthetic gases generated during surgical procedures are exhausted by 
passive scavenging provided by F-Air Canisters and actively through 
anesthetic gas evacuators. DSx Vented warming tables are available for use 
by researchers. All anesthetic machines are calibrated and serviced 
annually. If the investigator wishes to use the open drop method of 
anesthesia, it must be approved by the IACUC and the Subcommittee on 
28 
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Research Safety and the investigator would be directed to work in a fume 
hood. Survey of anesthetic gases in the VMU are performed at least 
annually or when large programmatic changes occur. Senior laboratory 
personnel are trained by the veterinary staff prior to the installation of an 
anesthetic machine in a research area. Senior laboratory personnel are 
responsible for oversight of the use of the equipment and the training of 
all personnel using the equipment. Lab areas where animal procedures 
occur are monitored by the IACUC during the semi-annual inspections. We 
continue to work with the Subcommittee on Research Safety and the 
Respiratory Protection Program Manager to assure the maximum 
effectiveness of the program for managing volatile anesthetics. 


iii. Animal Experimentation Involving Hazards [Guide, pp. 20-21] 


1) List, according to each of the categories noted below, hazardous or 
potentially hazardous agents currently approved to be used in animals that 
are or will be maintained for more than a few hours following exposure. If 
the hazardous agent cannot be listed by name for security/proprietary 
reasons, identify it by the general category of agent and level of hazard. 
Note: |f preferred, this information may be provided in a Table or additional 
Appendix. 


a) Biological agents, noting hazard level (CDC Biohazard Level, Directive 
93/88 EEC, CDC or USDA/DHHS Select Agent, eic.). Examples may 
include bacteria, viruses, viral vectors, parasites, human-origin tissues, 
etc. 


| See Appendix 5.1 | 


b) Chemical agents, noting general category of hazard (toxicant, toxin, 
irritant, carcinogen, etc.). Examples may include streptozotocin, BrdU, 
anti-neoplastic drugs, formalin, etc. 


| See Appendix 5.2 | 


c) Physical agents (radiation, UV light, magnetic fields, lasers, noise, etc.). 


X-RAD 320 

| Micro CT 
DEXA 

| Ultrasound 
IVIS Imaging 

Laser Doppler 
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Noise: Contextual Fear Conditioning, Barnes Maze 
| Heat Sensitivity Test 

| Cold Sensitivity Test 

i: Nociceptive Sensitization 

| Tactile Sensitivity Test 

| Electric Shock: Contextual Fear Conditioning, Forced Treadmill 


2) Experiment-Related Hazard Use [Guide, pp. 18-19; See also Chapters 2 
and 3 in Occupational Health and Safety in the Care and Use of Research 
Animals, NRC 1997]. 

Note: Written policies and standard operating procedures (SOPs) governing 
experimentation with hazardous biological, chemical, and physical agents 
should be available during the site visit. 


a) Describe the process used to identify and evaluate experimental 
hazards. Describe or identify the institutional entity(ies) responsible for 
ensuring appropriate safety review prior to study initiation. 


As part of the submission to the IACUC, the PI must list all substances that 
will be used in animals. The substances are categorized by the type of 
substance: Biological, Infectious, Radiologic, or Chemical. 


In addition to IACUC review of the ACORP, all projects are reviewed by the 
Subcommittee of Research Safety (SRS). The SRS reviews the safety profile 
for the project, and also reviews the ACORP that details all substances used. 


b) Describe how risks of these hazards are assessed and how procedures 
are developed to manage the risks. Identify the institutional entity(ies) 
responsible for reviewing and implementing appropriate safety or 
containment procedures. 


Hazards are assessed by the Safety Research Subcommittee. If a new hazard 
is identified, the Safety Research Subcommittee requires that the PI develop 
an SOP that covers formulation through animal waste removal for review 
and approval. The approved SOP becomes part of the project approval and is 
shared with the VMU staff prior to use in the VMU. 


c) Describe the handling, storage, method and frequency of disposal, and 
final disposal location for hazardous wastes, including infectious, toxic, 
radioactive carcasses, bedding, cages, medical sharps, and glass. 
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Waste is managed by the Environmental Management Service and the 
Safety and Emergency Management Department. 


All carcasses are picked up by an outside contractor twice weekly for 
incineration. 


Biohazardous waste (waste in red bags excluding carcasses) are stored in red 
barrels in (QJ) until pick up by EMS. EMS does so twice weekly and 
| autoclaves the waste after pick up. Biohazardous wastes includes 
contaminated bedding. 


Trace chemotherapeutic wastes, such as bedding contaminated with 
tamoxifen, are also picked up by EMS when 75% full. This waste is 
| incinerated. 


Bins containing non-hazardous glass are picked up by EMS when 75% full. 


Sharps bins are disposed of when 75% full. EMS picks up sharps bin that 
require disposal twice weekly and autoclaves these sharps bins. 


Pharmaceutical and chemical wastes are picked up monthly or more often if 
bin is 75% full. These wastes are incinerated at off site facilities. 


Radioactive materials and carcasses are not stored in the VMU. Labs using 
radioactive materials place waste in a special box with a radiation symbol. 
The lab makes arrangements with Stanford University’s Radiation Safety 
Office to pick up radioactive wastes as necessary. Radioactive wastes are 
taken to a treatment facility for disposal 


All wastes are disposed of by VA approved waste management companies. 


d) Describe aspects of the medical evaluation and preventive health 

program specifically for personnel potentially exposed to hazardous 

agents. 
Annual Occupational Health Questionnaire for animal handlers requires that 
users self report exposure to hazardous agents and whether they have had 
any health signs that might suggest exposures to hazards. If identified, the 
Occupational Health Nurse will refer the personnel to Research Safety. Those | 
indicating that they use hazardous agents are reminded by the occupational 
health nurse to work with their laboratory managers to ensure compliance 
with standard operating procedures. 

{ 
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3) Hazardous Agent Training for Personnel [Guide, p. 20] 
Describe special qualifications and training of staff involved with the use of 
hazardous agents in animals. 


All research staff working with chemical hazards are required to attend an in 
person Chemical Hygiene Training. VMU staff are trained on how to work in 
ASBL2 rooms when hired. VMU staff do not routinely handle cages 
contaminated with hazardous chemical agents. 


4) Facilities, Equipment and Monitoring [Guide, pp. 19-20] 


a) Describe locations, rooms, or facilities used to house animals exposed to 
hazardous agents. Identify each facility according to the hazard(s) and 
containment levels (if appropriate). 

Note: lf preferred, information may be provided in a Table or additional 
Appendix. 


ABSL2 (|G housing rooms are located within the VMU. 
contains a sink, two Class II BioSafety Cabinet and individually ventilated 
microisolator caging. (Qj) contains two cubicles to segregate caging, a sink, 
and two Class II Biosafety Cabinets. Static micro-isolator caging is used in 
Animals injected with retroviruses may also be housed in individually 
ventilated micro-isolator caging in QQ also contains individually 
ventilated micro-isolator caging, a sink, and a Class II Biosafety Cabinet. 
Hazardous chemicals such as BrdU and Tamoxifen may be used in 
conventional housing rooms. Hazardous chemicals may only be used in the 
cage change station. Cages that contain mice that may excrete hazardous 
chemicals are labeled with a chemical hazard sticker. Researchers are to 
perform husbandry on these cages and must change animals to clean cages 
when deemed appropriate by the SOP. A sink with hand washing facilities is 
available in all housing rooms. Signage on the front of the door and on the 
cages identifies the agent in use. 


b) Describe circumstances and conditions where animals are housed in 
rooms outside of dedicated containment facilities (i.e., in standard animal 
holding rooms). Include practices and procedures used to ensure hazard 
containment. — 


Injections of BSL2 agents may be performed in{Q@J@) if necessary. Eye 
protection and full protective disposable suit must be worn during injections 
and doors must be labeled to indicate that hazardous agents are in use. 

Cages housing animals injected with retroviruses may be housed in an ABSL1 
room with labeling to indicate cages may not be opened and a biohazard 
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sticker. Cages must be changed by the researchers 2-3 days after injection in 


a Class II biosafety cabinet and the biohazard sticker must be crossed out to 
indicate normal husbandry may be continued. 


c) Describe special equipment related to hazard containment; include 
methods, frequency, and entity(ies) responsible for assessing proper 
function of such equipment. 


Class II Biosafety Cabinets are located in the ABSL2 housing rooms. A Class II 
biosafety cabinet is also located in (QI), a housing room that serves as an in- 


out room and may house animals injected with retro-viruses. Biosafety 
cabinets are certified once yearly by an outside contractor. Cubicles in ABSL2 
housing are also certified by TSS on an annual basis. 


d) Describe the husbandry practices in place to ensure personnel safety, 
including any additional personnel protective equipment used when work 
assignment involves hazardous agents. 


When working in an ABSL2 housing room, researchers are required to wear 
disposable coveralls or double yellow gowns (depending on biohazard), 

booties, gloves, face mask, and hair bonnet. If injecting BSL2 agents outside 
of a BSC, researchers are also required to wear eye protection. 


e) Incidental Animal Contact and Patient Areas 


i) List and describe facilities that may be used for both animal- and 
human-based research or patient areas, including the policies and 
procedures for human patient protection, facility decontamination, 
animal transport through common corridors or elevators, and other 
personnel protection procedures. 


N/A 


ii) Describe any other circumstances in which animals or caging 
equipment are transported in common use corridors or elevators 
(e.g., have the potential to come in contact with individuals not 
associated with the animal care and use program), and measures 
taken to mitigate risks associated with such use. 


Rodents in caging may be transported to laboratories in an enclosed cart. 
Shared elevators may be used, but doors to carts are prohibited from 

being opened in any patient areas. Enclosed carts may only be opened in 
areas designated as animal areas in the laboratory. 


B. Program Oversight é 


1. The Role of the IACUC/OB [Guide, pp. 24-40] 


a. 


IACUC/OB Composition and Function [Guide, pp. 17; 24-25] 
Please provide a Committee roster, indicating names, degrees, membership role, 
and affiliation (e.g., Department/Division) as Appendix 7. 


i. Describe Committee membership appointment procedures. 


All IACUC members are appointed by the IO. In consultation with the R&D 
Committee and the Associate Chief of Staff for R&D proposed new members are 

forwarded to the IO who officially appoints the members in writing, including the 
length of appointment. 


ili. Describe frequency of Committee meetings. Note that Appendix 8 should 
contain the last two IACUC/OB meeting minutes. 


The IACUC has a standard monthly meeting. Ad hoc meetings in addition to the 
standard monthly meeting are held when needed. 
iii. Describe the orientation, training, and continuing education opportunities for 
IACUC/OB members. [Guide, p. 17] 


All IACUC members must complete CITI online “Essentials for IACUC Members.” 
This training must be completed triennially. 

New members meet with the IACUC administrator & IACUC Chair or designee 
regarding the ACORP review process, including navigating the online project 
submission system (tick@lab), if the member is not familiar with the system. New 
members must attend at least one meeting before they will be assigned as a 
Primary Reviewer. 


. Protocol Review [Guide, pp. 25-27] 


A blank copy of your institution’s protocol review form should be provided as 
Appendix 9. Also include forms used for annual renewal, modifications, 
amendmenis, etc., as applicable. 


i. Describe the process for reviewing and approving animal use. Include 
descriptions of how: 
e the IACUC/OB weighs the potential adverse effects of the study against 
the potential benefits that may result from the use (“harm-benefit 
analysis’), 
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e protocols that have the potential to cause pain or distress to animals are 
reviewed and alternative methodologies reviewed, 

e veterinary input is provided, and 

e the use of animals and experimental group sizes are justified. 


Note: Make sure you address each of the items above. 


To initiate a new animal project, the PI must complete and submit a new ACORP 
application in tick@lab. After completion, the ACORP is sent to the Veterinarian 
for the required Vet Consult. The Veterinarian will contact the PI to discuss the 
ACORP and once the Veterinarian is satisfied with the responses and updates to 
the ACORP, the ACORP is sent to the IACUC administrator. Each new ACORP is 
reviewed by the Full Committee, however, prior to the meeting the ACORP is 
assigned to an IACUC Primary Reviewer and the Veterinary Medical Officer. 
Although a primary reviewer is assigned to each ACORP and is responsible for 
presenting a summary of the protocol to the other IACUC members, all protocols 
are made available to all IACUC members for full committee review (FCR). 

The reviewers access the ACORP via tick@lab and record any 
comments/questions as part of the on-line submission. The ACORP is then sent 
back to the PI to answer the comments and make any necessary updates to the 
ACORP. This process can have more than one cycle. The Primary Reviewer will 
determine when the ACORP is ready for Full Committee review. 

At the IACUC meeting the Primary Reviewer presents the new ACORP, which 
includes a brief description of the project, including but not limited to the 
purpose, proposed animal involvement, procedures, justification of animal 
numbers and pain categories. The Primary Reviewer and the Veterinary Medical 
Officer will also note any salient pre-review comments and responses. 
Specifically, the following items are reviewed as part of the review process and 
highlighted for discussion, if necessary, during the Full Committee discussion: 

e Harm/benefit analysis: Each ACORP is asked to provide a brief description 
of the project, and how the research project (especially the animal 
research component) is intended to improve the health of people and/or 
other animals, or otherwise to serve the good of society. At the VAPAHCS, 
almost all research projects are focused on understanding the disease 
mechanism or identifying effective therapeutic approaches in animal 
models of human diseases to ultimately improve the health of people. 
Given the close resemblance of anatomical and physiological systems 

between human and animals, findings that benefit human health can 
usually lead to beneficial outcome for animal health as well. Several animal 
protocols, such as the sentinel program, are designed to monitor and 
improve the health of research animals. In addition, we take into 
consideration of proposed animal numbers and the 3Rs. The IACUC pays 


close attention to these statements and make sure the need for animal 
studies are well justified and the level of animal usage is supported by 
sound statistical analysis. 

e Potential for pain/distress: Protocols that include procedures that have 
the potential to cause pain/distress are discussed in detail. The VMO 
recommends an appropriate analgesic regimen, non-pharmacologic 
methods to alleviate pain/distress, and humane endpoints. If alleviation of 
pain through analgesics is not possible, the veterinarian discusses the 

| severity of expected pain/distress and scientific justification for why 

pain/distress cannot be alleviated. 

e Veterinary input: The VMO reviews all non-administrative protocol 
revisions, renewals, and new protocols, provides comments to the Pl 
regarding any concerns, and also summarizes any concerns and how those 
concerns were mitigated and addressed by the PI. 

e Use and animals and group sizes: The Committee requires the Pl to 

include a power calculation as a way to justify the group sizes and animals 

requested. Calculations that don’t support the requested number of 
animals are flagged for discussion and additional information requested 
from the PI. 


After the floor is opened and the project has been discussed, the IACUC will vote 

on the project. The IACUC can vote to approve, require modifications to secure 
approval (MRSA), table or disapprove the ACORP. If the ACORP is tabled, it will be 
presented at the next IACUC meeting. If an ACORP is disapproved, the PI can 
submit at another time. | 
Resolution of “modifications required to secure approval” (MRSA) and to receive | 
IACUC approval can be accomplished through one of the following three ways: 

e If the IACUC determines that a protocol is approvable contingent on a very 
specific administrative clarification, the resolution can be handled 
administratively by the IACUC Administrator. Examples include 
typographical or mathematical errors. 


e lf the IACUC determines that substantive modifications are required to 
secure approval, then all IACUC members present at the convened meeting 
may unanimously verbally agree to allow DMR of the revised protocol. This 
decision is then documented in the meeting minutes. If this occurs then the 
IACUC Chair will appoint two designated reviewers (DR), which will usually 
be the primary reviewer that presented the protocol at the meeting and the 
Veterinary Medical Officer. This arrangement to allow a quorum of 
committee members present at the meeting call for DMR is agreed upon by 
all committee members in a written agreement. The DR(s) then reviews any 
modifications to secure approval of the protocol submitted by the PI. As the 
submission is accomplished via the electronic system, the two assigned 
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DMRs review identical copies of the resubmitted protocol. The DMR(s) 
review the protocol and must be unanimous in their decision regarding the 
protocol. Once their review is complete they will either approve the 
protocol, require modifications to secure approval, or refer for FCR. The 
DMR may not disapprove a protocol. If the IACUC uses DMR, the approval 
date will be the date that the designated member approved the study. This 
process is documented in the VAPAHCS IACUC SOP that is reviewed and 
approved by IACUC members yearly. 


_ 


e [If the IACUC determines that substantive modifications are required to 
secure approval and any member present at the convened meeting calls for 
FCR of modifications, then the ACORP must be presented at the next 
convened meeting in accordance with the FCR process. 


Describe the process for reviewing and approving amendmenis, 
modifications, and revised protocols. lf applicable, include a 
description/definition of “major” vs. “minor” amendments. 

Noite: |f preferred, this information may be provided in a Table or additional 
Appendix. 


Amendments are characterized in two ways: Administrative and Non- 
administrative. 


Administrative Changes in include Personnel Updates and RDIS Project 
Association. 


Personnel Updates: The PI submits an amendment in tick@lab adding/removing 
personnel. For each personnel added, the PI must also identify the procedures 
the person will perform in support of the protocol. The IACUC Administrator 
reviews the submission for completeness and confirms required trainings have 
been completed. The IACUC Administrator also compares the submitted 
document to the last approved document to ensure only personnel information 
has been updated. If the amendment is limited to personnel updates, the IACUC 
administrator will approve the amendment. Personnel amendments are reported 
for informational purposes to the IACUC at the next scheduled meeting. 


RDIS Project Association: Each ACORP is attached to a project in RDIS. RDIS is the 
system used by VAPAHCS Research Service to manage the submission and 
approvals of all research projects done at VAPAHCS. Documentation of the 
ACORP approval is recorded in RDIS as part of the overall project approval. In 
some instances, a PI may request for an ACORP to be moved to another approved 
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RDIS project. In those instances, the Research Service asks the following of the Pl 
prior to approving the request in tick@lab: 
’ 1. Confirm the Project Description is still accurate 
2. Confirm the safety profile is still accurate 
3. Confirm the ACORP is congruent with the grant (if applicable) associated 
with the new project 

4. Confirm funding attached to the project is available to cover animal 

expenses. 


Once confirmed and/or updates made to the RDIS project, the IACUC 
Administrator will approve the amendment, after ensuring the only update made 
was to the associated RDIS project number. 


Non-administrative amendments are submitted by the PI through tick@lab. All 
non-administrative amendments are reviewed by the Full Committee. The 
amendment requires the PI to give a brief summary of the proposed changes and 
to update all relevant sections of the ACORP. The ACORP is then submitted to the 
IACUC Administrator who will check the submission for completion. The [ACUC 
Administrator will assign two IACUC members for review. In the event the 
amendment includes the addition of procedures that could result in pain or undue 
stress, the VMO serves as one of the reviewers. The reviewers access the ACORP 
via tick@lab and record any comments/questions as part of the on-line 
submission. The ACORP is then sent back to the PI to answer the comments and 
make any necessary updates to the ACORP. This process can have more than one 
cycle. The Primary Reviewer will determine when the ACORP is ready for Full 
Committee review. All non-personnel/Non-project association amendments 
receive Full Committee Review. After review and discussion, the IACUC votes on 
the amendment. The IACUC can vote to approve, require modifications to secure 
approval (MRSA), table or disapprove the amendment. If the amendment is 
tabled, it will be presented at the next IACUC meeting. If the amendment is 
disapproved, the PI may submit the amendment at another time. If modifications 
are needed to secure approval, after the meeting the IACUC Administrator will 
send the PI the modifications required by the IACUC. Resolution of 
“modifications required to secure approval” (MRSA) and to receive IACUC 
approval can be accomplished through one of the following three ways: 


e if the IACUC determines that a protocol is approvable contingent on a very 
specific administrative clarification, the resolution can be handled 
administratively by the IACUC Administrator. Examples include 
typographical or mathematical errors. 


If the IACUC determines that substantive modifications are required to 
secure approval, then all |ACUC members present at the convened meeting 
may unanimously verbally agree to allow DMR of the revised protocol. This 


decision is then documented in the meeting minutes. If this occurs then the 
IACUC Chair will appoint two designated reviewers (DR), which will usually 
be the primary reviewer that presented the protocol at the meeting and the 
Veterinary Medical Officer. This arrangement to allow a quorum of 
committee members present at the meeting call for DMR is agreed upon by 
all committee members. The DR then reviews any modifications to secure 
approval of the protocol submitted by the PI. As the submission is 
accomplished via the electronic system, the two assigned DMRs review 
identical copies of the resubmitted protocol. The DR(s) review the protocol 
and must be unanimous in their decision regarding the protocol. Once their 
review is complete they will either approve the protocol, require 
modifications to secure approval, or refer for FCR. The DMR may not 
disapprove a protocol. If the IACUC uses DMR, the approval date will be the 
date that the designated member approved the study. This process is 
documented in the VAPAHCS IACUC SOP that is reviewed and approved by 
IACUC members yearly. 


e If the IACUC determines that substantive modifications are required to 

secure approval and any member present at the convened meeting calls for 
FCR of modifications, then the ACORP must be presented at the next 
convened meeting in accordance with the FCR process. 


c. Special Considerations for IACUC/OB Review [Guide, pp. 5; 27-33] 


Experimental and Humane Endpoints [Guide, pp. 27-28] 


1) Describe the IACUC/OB’s review of “humane endpoints,” i.e., alternatives 
to experimental endpoints to prevent or in response to unrelieved animal 
pain and distress. 


During the protocol pre-review by the VMO the issue of humane endpoints for 

| each protocol is reviewed in detail including a discussion of alternatives. Any 

| guidance and recommendations are provided to the investigator at that time. 
During IACUC review the assessment of the humane endpoints as described in 
the protocol is a central point of review and deliberation by the committee. 
Once the protocol is approved by the IACUC, continued oversight of the 
implementation of the endpoints is provided during the post approval 
monitoring (PAM) process of the IACUC semi-annual inspections as well as by 
VMU staff as they provide general daily oversight of all activities in the VMU. If 
a protocol specifies endpoints that require additional monitoring then the 
IACUC may require documentation of the humane endpoints and require the 

i investigator to monitor parameters such as weight etc. This monitoring is 

| documented in a post-procedural record that resides in the animal room 
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during the time that the study is ongoing. Health Watch stickers are applied to 
the cages to identify any animals that require additional monitoring. 


2) For studies in which humane alternative endpoints are not available, 


describe the IACUC/OB’s consideration of animal monitoring and other 
means used to minimize pain and distress (e.g., pilot studies, special 
monitoring, other alternatives). 


If humane alternative endpoints are not available, animals are monitored at an 
increased frequency that is indicated per their ACORP. If animals are expected 
to show clinical signs of disease, monitoring may be increased so that signs of 
illness can be caught at earlier stages and the animal can be euthanized when 
indicated by the ACORP. Pilot studies utilizing a small number of animals may 
also be utilized so that researchers and veterinary staff can have a further 
understanding of disease progression and pain/distress allowing refinement of 
monitoring for future cohorts. 

The veterinarian also suggests supportive care in forms of SQ fluids as needed, 
gels foods and additional enrichment or thermal support for animals that may 
be showing signs of illness. 

| Additional enrichment and diet gels are available to all animal users at no cost. 


3) Identify personnel responsible for monitoring animals for potential pain 


and distress and describe any mechanisms in place to ensure that the 
personnel have received appropriate species- and study-specific training. 


Personnel responsible for monitoring animals for potential pain and distress 
are identified in the ACORP. All personne! must complete species specific CITI 
training every three years prior to working on an ACORP. Researchers must be 
indicated as proficient in the training log to perform a procedure 
independenily. 

Furthermore, during IACUC semi-annual inspections, the veterinarian requests 
those in charge of monitoring animal models that may potentially cause 
pain/distress to describe their methods on how they identify pain/distress. 
Health checks are performed daily by an animal caretaker. If animals are 
identified to be in a study with inappropriate or inadequate monitoring, 
research personnel responsible for the animal are identified and requested to 
| attend a pain/distress seminar. Pain/Distress seminars are provided regularly, 
| and the importance of attending this class is emphasized ruing the VMU 

| Facility Orientation. 

Additionally, the “Guidelines for Endpoint Monitoring and Humane 
Termination” are provided on the RDIS website. 
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ii. Unexpected Outcomes that Affect Animal Well-being [Guide, pp. 28-29] ’ 
Describe how unexpecied outcomes of experimental procedures (e.g., 
unexpected morbidity or mortality, unanticipated phenotypes in genetically- 
modified animals) are identified, interpreted, and reported to the IACUC/OB. 


Unexpected outcomes are self-reported reported to the VMO or IACUC chair and 
ACORPs are updated as necessary. Unanticipated negative phenotypes are added 
to the ACORP as necessary. The significance of any unexpected events would be 

determined during the protocol review process. 


In the event that an unexpected outcome was identified by the VMO through an 
investigator self- reporting or an issue being observed by VMU staff, it would be 
reported to the IACUC for further review. 


iii. Physical Restraint [Guide, pp. 29-30] 

‘ Note: This section is to include only those protocols that require prolonged 
restraint. Brief restraint for the purpose of performing routine clinical or 
experimental procedures need not be described. 


1) Briefly describe the policies for the use of physical restraint procedures or 
devices. Include, if applicable, the IACUC/OB definition of “prolonged.” 


Prolonged restraint is defined as any restraint that immobilizes an animal 
more than momentarily for administration of substances. The process of 
casting of animals for experimental reasons is considered to be prolonged 
restraint. 


2) Describe animal restraint devices that are used or have been used within 
the last three years. For each device, briefly describe 
e the duration of confinement 
e acclimation procedures 
e monitoring procedures 
e criteria for removing animals that do not adapt or acclimate, and 
e provision of veterinary care for animals with adverse clinical 
consequences. 


Note: If preferred, this information may be provided in a Table or additional 
Appendix. 


Two ACORPs involve immobilization of mice using a decapicone bag to induce 
stress in mice. Because this procedure is used to induce stress no acclimation 
procedures are provided. Animals are restrained for five minutes daily for 4 

weeks. Animals are monitored for lethargy, weight loss, or a scruffy coat daily 


and for 15 minutes after the restraint. Animals are euthanized if they show 
lack of movement when provoked or reach a BCS of 2. 


| Five ACORPs involve casting of limbs after fractures. Animals are casted for up 
i! to 3 weeks. Animals are still able to move freely around the cage, but their 
| limb is immobile. Animals are monitored daily for the first week, then every 
| other day until the cast is removed. Food is provided on the cage floor after 
| initially casting animals. Animals are monitored for behavioral changes 
indicative of severe stress or sickness such as lethargy, ruffled hair coat is 
observed or if the mice lose >20% bodyweight (pre-fracture vs. post cast 
removal), they will be euthanized by CO2 inhalation and cervical dislocation. 
| Animals are also monitored for any skin lesions. If this is found, veterinary 
recommendations will be followed. Animals are not acclimated to the casts, 
but if signs of distress such as inability to move around the cage are noted 
animals are euthanized. 


able to move around the cage freely. Animals are monitored daily. Animals are 
not acclimated to the hindlimb restraint, but if they are unable to move 
around the cage, the restraint of the hindlimb is adjusted. Extra nesting 
material and food is also placed on the bottom of the cage. If any wounds 
from the restraint device result, a veterinarian will be contacted. 


Two ACORPs involve blood pressure measurements. Animals must be 
restrained for approximately 30 minutes to allow blood pressure 
measurements using a tail cuff. Animals are acclimated for three days in the 
restraint device on a warm pad for 15 minutes prior to beginning blood 
pressure measurements. If animals do not acclimate, they are removed from 

| the study. Animals are monitored for signs of distress, such as being hunched, 
| distressed, and increased respiratory rate. If animals do not show signs of 
returning to normal behavior immediately after being taken out of restraint 
device, veterinary care will be sought. 


One ACORP performs hindlimb restraint for up to 15 days. Animals are still 
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iv. Multiple Survival Surgical Procedures [Guide, p. 30] 
Note: One survival surgical procedure followed by a non-survival procedure is 
not included in this category. 


1) Describe the IACUC/OB’s expectations regarding multiple survival surgery 
(major or minor) on a single animal. 


| Proposed multiple survival surgeries on an animal are approved on an 
| individual basis and require rigorous scientific justification including 

| consideration of alternatives prior to IACUC approval. An investigator is 
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required to discuss the use of multiple survival procedures with the VMO who 
; assures that issues of humane care and use including alternatives are 

| addressed. The use of multiple survival surgeries must be deemed an integral 
component of the same project by the IACUC. This determination would occur 
during the deliberation aspect of the IACUC review of the protocol. Animals 
that undergo multiple survival procedures are administered post- operative 
analgesics and antibiotics and the documentation of post-operative care and 
monitoring is included in the post-procedural record. This record remains in 
the animal room for review by the animal care and veterinary staff. Post 
procedural records are reviewed by the IACUC during the semi-annual 
inspection for accuracy and completeness. A Health Watch sticker is applied to 
the cage. VMU staff observe the animals daily which is documented on the 
room log and the IACUC determines the frequency at which the investigator is 
required to observe the animals. These observations are documented in the 
post-procedural record. The VMO and Veterinary Technician conduct clinical 
rounds frequently. 


2) Summarize the types of protocols currently approved that involve multiple 
major survival surgical procedures 


Note: lf preferred, this information may be provided in a Table or additional 
Appendix. 


(IGE | Complete tibia fracture plus cast | Intracranial/Stereotaxic Injection _| 
(OK | Complete tibia fracture plus cast | intracranial/Stereotaxic Injection _| 
| Gam | Parabiosis Separation of Parabiots 

OIG | AAA-Elastase Infusion | Laparotomy 

emmm |ms | ntracranial/Stereotaxic Injection _| 
IGE | Right Uninephrectomy __| Partial ablation of left kidney | 


fo b)(6) fF Parabiosis 


eae 

———— 
Volumetric Muscle Loss survival 

ppm |votminernies [anal 
Volumetric Muscle Loss survival 

fmm sccriceimisraton | AAASasasetntsion 

(b)(6) systemic administration AAA-Elastase Infusion 


v. Food and Fluid Regulation [Guide, pp. 30-31]. Note: This does not include 
pre-surgical fast. 


Summarize the types of protocols that require food and/or fluid regulation or 
restriction, including: 
e justification 


~ 
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e species involved 

e length and type of food/fluid regulation 

e animal health monitoring procedures and frequency (e.g., body 
weight, blood urea nitrogen, urine/fecal output, food/fluid 
consumption) 

e methods of ensuring adequate nutrition and hydration during the 
regulated period 


Note: lf preferred, this information may be provided in a Table or additional 
Appendix. 


Methods of ensuring 


Length and type of adequate nutrition and 
} food/fluid Monitoring procedures hydration during 

Justification restriction and frequency regulated period 
Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 
Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 
Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 


Cages will be labeled 
with fasting procedures. 
Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


To stabilize glucose for 
ITT/GTT procedures 


Up to 6 hours 


Cages will be labeled 
with fasting procedures. 
Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


To stabilize lipid and 
glucose levels prior to 
termination or bleeding 


Up to 4 hours 


Cages will be labeled 
with fasting procedures. 
Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


4 hrs for blood 
draws, 4-6 hours for 
ITT, 6-16 hours for 
GTT 


To stabilize lipids and 
glucose prior to blood 
draws, GTT and ITT 


Rat 
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For serum lipid profile, 
glucose, GTT, ITT 


To assess true fasting 
glucose 


To assess true fasting 
glucose 


) To assess true fasting 


| glucose 
| 
| 

L 


To evaluate efficacy of 
HSL inhibition on release 
of fatty acids during 
fasting 


4 hours for lipid and 
glucose - monthly, 
4-6 hours ITT, 6h- 
overnight (max 16 
hours) 
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Cages will be labeled 


with fasting procedures. 


Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


Cages will be labeled 


with fasting procedures. 


Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


Cages will be labeled 


with fasting procedures. 


Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


Cages will be labeled 
with fasting procedures. 
Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


Cages will be labeled 
with fasting procedures. 
Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 
Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 

Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 
Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 

Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 
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Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 
Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 


Cages will be labeled 
with fasting procedures. 
Cages will be monitored 
1 hour after procedure 
and the next day. 
Monitored for BAR 


Fasting is necessary to 
allow baseline responses 
to insulin or glucose to 
be determined 


(b)(6) 


Up to 6 hours 


For lipid analysis, cages willbe monitored | expected to show no 
animals will be fasted Four hours, twice a_ | daily and animals signs of illness after 
for 4 hours week weighed every two days | fasting period. 
Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are . 
For lipid analysis, only fasted if they are 
animals are fasted expected to show no 
overnight (16 hours, overnight, once signs of illness after 
Hamster | 5pm to 9am) every week fasting period. 


Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 

4 hours once every signs of illness after 

Mouse _| For lipid analysis week fasting period. 


Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 


Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
Daily fasted. Animals are 


For lipid analysis, 
animals are fasted 
overnight (16 hours, 
5pm to 9am) 


Overnight once 
every week 


Hamster 


Mouse 


For lipid analysis, 
animals wil! be fasted 
for 4 hours 


4 hours, once a 
week 
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Mouse 


Fasting is the best way 
1Ke}(b)(4) 


24-72 hours 


We will do the pilot 
experiment testing 
blood ketone levels. 
Blood levels will be 
tested every 24 hours 
and fasting animals will 


be sacrificed (I) 
is 


achieved. Animals will 
be monitored twice a 
day for the fasting 
period. 


only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 


Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 
only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 

Water is not restricted. 
Animals that show 
signs of illness prior to 
fasting period are not 
fasted. Animals are 


To reduce blood glucose 
level low enough for 
accurate measurement 
of ITT & GTT 


Cages will be labeled 

with fasting procedures. 
Cages will be monitored 
the day after procedure 


only fasted if they are 
expected to show no 
signs of illness after 
fasting period. 


6 hours for ITT, 
overnight for GTT 


(b)(6) 
Mouse 
vi. Use of Non-Pharmaceutical-Grade Drugs and Other Substances [Guide, _ 
p. 31] 


Describe the IACUC/OB’s expectations regarding the justification for using 
non-pharmaceutical-grade drugs or other substances, if applicable. 


ACORPS are required to scientifically justify necessity in using non-pharmaceutical 
grade substances. If a non-pharmaceutical grade substance is required, 
researchers must describe how they will prepare the substance in a sterile 
manner. They are also required to pH test the substance if deemed necessary and 


also indicate how effectiveness will be maintained once the substance has been 
prepared. 


vii. Field Investigations [Guide, p. 32] 
Describe any additional considerations used by the IACUC/OB when 
reviewing field investigations of animals (non-domesticated vertebrate 
species), if applicable. 


Not applicable 


viii. Animal Reuse [Guide, p. 5] 
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1) 


2) 


3) 


Describe institutional policies regarding, and oversight of, animal reuse 
(i.e., on multiple teaching or research protocols). 


it Animals which have undergone breeding or genotyping may be transferred to 
another ACORP. If animals have undergone more than breeding or genotyping 
| transfer from one ACORP to another must be approved by the IACUC. 


: ; a 

| If an ACORP belonging to a PI must be closed and animals remain in the 

| vivarium, the PI or designee may transfer the animals to a different ACORP 
under the same PI as long as the following requirement is met: 


| 1. All procedures performed on the animals to be transferred are 
approved on the new ACORP. 

2. If procedures performed on the animals on the closed ACORP are not 
approved on the new ACORP, the animals will be placed under the 
VMuU holding SOP. 

A. The non-approved procedures from the closed ACORP will then be 
added to the new ACORP. Once the procedures are approved, the 
animals can be transferred to the new ACORP. 


Briefly describe the types of activities currently approved that involve the 
reuse of individual animals. ‘ 

Note: A list of specific protocols involving reuse of animals should be 
available during the site visit. 


Breeding animals and naive animals may be transferred between ACORPs. The 
| VMU training ACORP does re-use unmanipulated animals (other than. 

breeding, genotyping, and identification) from different ACORPs. . These 
animals are not housed on the VMU training ACORP. They are transferred the 
day of use and euthanized that day. Carcasses may be shared among 


| 
investigators. 


Describe other instances where the final disposition of animals following 
study does not involve euthanasia, including adoption, re-homing, 
rehabilitation, etc. 

Note: A list of specific protocols involving reuse of animals should be 
available during the site visit. 


Rodents may be exported to collaborating investigators at different 
institutions. Other than breeding and genotyping, animals are un-manipulated. 
This is included in the IACUC approved VMU export SOP. 
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2. Post-Approval Monitoring [Guide, pp. 33-34] 


a. Describe mechanisms for IACUC/OB review of ongoing studies and periodic 
proposal/protocol reviews (e.g., annual, biennial, triennial, or other frequency). 


review. During the three year period between complete reviews an annual, bienn 


the project. All of these reports are reviewed and approved by the IACUC-. In 


updates regarding animal procedures and personnel are requested. A series of 


the animals are asked. Follow up of the post- approval monitoring (PAM) process 
addresses any needed additional protocol updates such as personnel training etc. 
and all of the findings and resolutions are documented in the IACUC Semi-Annual 


perform post-approval monitoring on surgical models and other procedures 
throughout the VMU. 


b. Describe the process and frequency with which the IACUC/OB reviews the 
program of animal care and use. 


the VMU policies, concentrating on the appropriate care and use of the animals a 


OHP program and safety issues such as BSL2 containment, disposal of biohazardo 
waste, appropriate signage etc and the general safety of personnel. 

The results of the semi-annual inspection and any follow up are presented to the 
IACUC committee for review and approval. Once the inspection report is approve 
the VMO and the Chair of the IACUC meet with the IO to discuss any findings. 


All animal protocols must be submitted every three years to the IACUC for a de novo 
and three year report are required in which Pl’s are obligated to provide an update of 


addition during the post-approval monitoring (PAM) aspect of the IACUC semiannual 
review, one protocol from a majority of the investigators are reviewed during which 


standard questions regarding many aspects of the management of the protocols and 


Facility Inspection and Program Review Report that is approved by the IACUC prior 
to being submitted to the IO. Furthermore, the VMO and Animal Health Technician 


The IACUC conducts program review every 6 months that includes an inspection of 


well as any facility issues that can impact animal welfare such as temperature and 
ventilation problems. The committee also reviews the effectiveness of the IACUC, 


ial 


S 


us 


d, 


c. Describe the process and frequency with which the IACUC/OB conducts facility 


and laboratory inspections. 


e Describe the rationale or criteria used for exempting or varying the frequency 


of reviewing satellite holding facilities and/or animal use areas. 
e lf contract facilities or contractor-provided personnel are used, describe 


procedures used by the IACUC/OB to review such programs and facilities. 
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Note: A copy of the last report of these reviews should be included as Appendix 
10. 


The IACUC conducts a VMU facility inspection and inspects all laboratories where 
animals are used twice yearly. Any areas in the labs where animals are used are 

| inspected to assure that they are maintained properly. Areas where animals are 
euthanized are inspected and any drugs are inspected to assure that they are not 
expired. In preparation for the post-approval monitoring (PAM) aspect of the semi- 
annual facility inspection and program review, the VMO chooses a protocol to review 
with lab personnel. The protocol chosen as a rule will be one that includes the most 
challenging procedures or the one with the largest number of animals or both. The 
questions on the post- approval monitoring form (PAM) address general regulatory 
issues, training of personnel, the pain categories described in the protocol and 
questions regarding the conduct of surgical procedures, if any. Training records as 

| well as post-procedural records are reviewed by the IACUC members. Any deficiencies 
are discussed at the time of the visit and are followed up by email. The function of the 
| post-approval monitoring (PAM) is to assure that all personnel working with animals 

| are listed in the protocol, all procedures being conducted are approved and that 

| approved procedures are being carried out as described in the protocol. Any issues 
regarding animal welfare that are identified during this process are reviewed by the 
IACUC. If animal welfare concerns are emergent then the VMO would take immediate 
action to address any issues. 

The IACUC conducts an inspection of the VMU concentrating on the appropriate care 

| and use of the animals as well as any facility issues that can impact animal welfare 

| such as temperature and ventilation problems. The committee also reviews safety 

| issues such as BSL2 containment, disposal of biohazardous waste, appropriate signage 
| 

| 


HUME R ARR memes eee ees: 


etc and the general safety of personnel. 

The results of the semi-annual inspection and any follow up are presented to the 
| IACUC committee for review and approval. Once the inspection report is approved, 
the VMO and the Chair of the IACUC meet with the IO to discuss any findings. 


d. If applicable, summarize deficiencies noted during external regulatory inspections 
within the past three years (e.g., funding agencies, government, or other 
regulatory agencies) and describe institutional responses to those deficiencies. 
Note: Copies of all such inspection reports (if available) should be available for 
review by the site visitors. 


NA — no external regulatory inspections in the past three years. 


e. Describe any other monitoring mechanisms or procedures used to facilitate 
ongoing protocol assessment and compliance, if applicable. 


3. 


Veterinary staff frequently monitor users in procedure rooms. All survival procedures 
are performed in the VMU. If non-compliance is identified, veterinary staff report this 
it to the IACUC and discus mitigation. 


investigating and Reporting Animal Welfare Concerns [Guide, pp. 23-24] 
Describe institutional methods for reporting and investigating animal welfare 
concerns. 


Individual concerns involving animal care and use at VAPAHCS are facilitated by the | 
t I[ACUC in conjunction with the ACOS for R&D and documented in SOP 7002.02. Reporting | 
instructions are posted in main entrance of the VMU, in additional common areas | 
throughout the VMU, and also posted on the VAPAHCS research website (RDIS). This is | 
also discussed during the VMU Facility Orientation. Every member of the Research 
Community is responsible for reporting incidents related to animal welfare concerns. | 
Additionally, the IACUC reminds animal users of the reporting policy during the semi- 
annual inspections. Reports can be made to the IACUC, VMO, ACOS for R&D, or IACUC 
Administrator. During required training of VAPAHCS animal research personnel, the 
mechanics and anonymous nature of the reporting process are delineated. Individuals are 
informed that they can submit the report and concerns to the IACUC Chair, the ACOS for 
R&D, the Veterinary Medical Officer, IACUC Administrator, Chair of the R&D Committee 
or the Medical Center Director (10). Members of the research community also have the 
option of reporting anonymously. Any individual who receives a report would 
communicate its receipt to the IACUC. The report would then be documented in the 
IACUC minutes and presented to the R&D Committee. If a serious or urgent situation is 
potentially identified, an ad hoc IACUC meeting or meeting with the IO to be convened. 


. Disaster Planning and Emergency Preparedness [Guide p. 35] 


Briefly describe the plan for responding to a disasier potentially impacting the animal 

care and use program: 

e ldentify those institutional components and personnel which would participate in 
the response. 

e Briefly describe provisions for addressing animal needs and minimizing impact to 
animal welfare. 

Note: A copy of disaster plan(s) impacting the animal care and use program must be 

available for review by the site visitors. 


i VAPAHCS has a Facility Safety Service which consists of safety programs, including but not 

limited to hazardous waste management, industrial hygiene, life safety, fire safety, 
i personal protective equipment and emergency preparedness. Safety ensures training on 
i emergency procedures (use of fire extinguishers, CPR, etc.), scheduling emergency 
| evacuation drills, ensuring that a local designated emergency team is located at each site 
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or building, informing VA employees of changes/updates in regulatory and safety 
requirements, assessing the needs of each service unit and coordinating with Service Chiefs 
in the implementation of an emergency plan specific to the needs of the unit. 


Within service units throughout VAPAHCS, individuals are designated as members of the 
local emergency team. At the VMU, this team is referred to as the ET (Emergency Team). 
i Members of the ET include the VMO, VMU Supervisor, VMU work leader, and Animal 
Health Technician. This team will provide direction and assistance during the emergency 
by: 
Initiating the VMU Disaster Plan. Members of the ET will sweep the facility to assure that 
all personnel are accounted for and notified of the disaster. If evacuation is required 
members of the ET will assure that the entire facility is evacuated. 
1. Ensuring that employees are familiar with the plan and with those areas for 
which they are responsible. 
2. Taking appropriate and/or necessary steps to correct and prevent fire 
hazards. 
A two-week supply of feed and bedding is always maintained within the VMU in case of 
| emergency and supplies cannot be delivered. A veterinarian is on call at all times, and any 
| animals identified as injured will be given appropriate care. 


If the VMU can no longer house animals but access to animals is still available, researchers 
will be requested to red tag irreplaceable animals. These animals will then be transferred 
to back up locations off campus. The Attending Veterinarian at Stanford University and the 
Attending Veterinarian at the University of California Berkeley have agreed to house up to 
500 cages in case of an emergency. 


ll. Animal Environment, Housing and Management 
Note: Complete each section including, where applicable, procedures performed in farm 
settings, field studies, aquatic environmenis, etc. 


A. Animal Environment 
Note: Facility-specific details regarding mechanical system construction and operation is 
requested in Section IV.B.5. and Appendix 11; current (measured within the last 12 
months), detailed (by room) performance data must also be provided as indicated in ; 
Appendix 11. 


1. Temperature and Humidity [Guide, pp. 43-45] 


a. Describe the methods and frequencies of assessing, monitoring, and 
documenting that animal room or housing area temperature and humidity is 
appropriate for each species. 

Note: \f preferred, this information may be provided in a Table or additional 
Appendix. 


| Minimum/maximum temperature and hygrometers are placed in animal rooms to 

| monitor temperatures and humidity. Temperature and humidity data is recorded daily 
on the room checklist by animal caretakers and maintained in the VMU files. If 
housing room temperatures are out of acceptable range, caretakers inform the VMU 
management staff. Furthermore, caretakers check animals for signs of distress. If they 
see any signs of distress or illness in animals, they contact veterinary staff 
immediately. 


| The Engineering Department is able to check temperatures in rooms remotely if 
needed. They are able to adjust temperatures if requested by the VMU. 


Room ventilation rates are documented every three years or as needed for specific 
rooms. Room air exchange rates are indirectly monitored by the monitoring of the 
temperature and humidity in the animal rooms. Direct checks of the air changes in the 
room will occur if problems with room ventilation arise. Ventilated caging air changes | 
are displayed on the air handling unit. The IACUC generally reviews the functioning of 
the HVAC system during the semi-annual inspection of the animal facility. Tecniplast 

| ventilated caging are used for mice while Tecniplast and Animal Care Systems caging 

| is used for rats. Pre-filters and filters are changed based on the manufacturer’s 

| 


recommendations. All ventilated racks are covered by warranty and a preventive 
maintenance agreement. Mice, rats and hamsters are also housed in conventional 
micro-isolator cages on stainless steel shelf racks when housed in ABSL2 housing. 


. List, by species, set-points and daily fluctuations considered acceptable for 
animal holding room temperature and relative humidity. 

Note: lf preferred, this information may be provided in a Table or additional 
Appendix. [Guide, pp. 44 and 139-140] 


| The temperature set points meet the requirements of the 8th edition of the Guide. 

| The temperatures allowed in housing rooms are between 68 and 81F. This deviation 

| from the Guide for the Care and Use of Laboratory Animals was approved 

i unanimously by the IACUC in June 2018 based on performance data and new 
knowledge on thermoneutral zones of mice. 


| Mouse, rat, and hamster housing rooms have set points of 69.5-72.5F. 

| 

| Mice are routinely provided access to nestlets for nest building and are housed in 

| social groups except as approved by the IACUC. Rats are housed socially and provided 

| crinkle paper that would support maintenance of body temperature in the event of an 
unscheduled temperature drop in a housing room. 


| 
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c. Temperature set-points in animal housing rooms and/or environmental conditions 
are often outside of the species-specific thermoneutral zone. Describe the 
process for enabling behavioral thermoregulation (e.g., nesting material, shelter, 
etc.) or other means used to ensure that animals can control their 
thermoregulatory environment. Include a description of IACUC/OB approved 
exceptions, if applicable. [Guide, p. 43] 


Mice and rats are provided nesting material such as nestlets or crinkle paper. They are 
also socially housed. Both conditions allow for behavioral thermoregulation. 


2. Ventilation and Air Quality [Guide, pp. 45-47] 


a. Describe the methods and frequencies of assessing, monitoring, and 
documenting the animal room ventilation rates and pressure gradients (with 
respect to adjacent areas). 
Note: If preferred, this information may be provided in a Table or additional 
Appendix. 


The Veterinary Medical Unit consists of (1) has one chiller 
and one air handler and (QQ has one chiller and two air handlers. The performance 
of the HVAC system is controlled by the Siemens system. All parameters are 
monitored continuously by the Siemens system and the system function is reviewed 
by the engineering staff on a daily basis. Each room is set to achieve positive or 
negative pressure depending on assigned function. Room ventilation rates are 
documented every three years or as needed for specific rooms. Room ventilation 
rates are indirectly monitored by the monitoring of temperature and humidity in the 
animal rooms. Animal care staff check the temperature and humidity in the rooms 
daily and inform the VMU Facility Supervisor if there are any temperature issues. 
Engineering staff are able to remotely access the Siemens system as required. During 
the IACUC semi-annual inspection the general performance of the HVAC system is 
reviewed which includes the parameters of room temperature, air exchanges and 
relative pressures. The air quality of the facility is also assessed during any safety or 
other facility inspections. Checks will occur more frequently if problems with room 
ventilation occur. 


Room ventilation rates are documented every three years or as needed for specific 
rooms. 


Tecniplast ventilated caging is used for mice while Tecniplast and Animal Care System 
caging are used for rats. Some mice are housed in conventional micro isolator cages 
housed on stainless steel shelf racks. (QR has 100% fresh air and 100% 
exhaust. No air is re-circulated. The air is HEPA filtered. Exhaust air from racks is 
directly exhausted outside except for three housing rooms due to HVAC design. 
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b. Describe ventilation aspects of any special primary enclosures using forced 
ventilation. 


Mice and rats are housed in Tecniplast (IVC) ventilated racks that provide individually 
ventilated HEPA filtered air with defined air exchange rates. The rates of air 
exchange are reviewed on a daily basis by animal care staff to assure that they are 
maintaining the established number of air changes per hour recommended by the 

| VMO and/or the manufacturer. Filters are changed at intervals recommended by the 
manufacturer and the ventilated racks are maintained on a preventive maintenance 
manufacturer. 
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c. If any supply air used in a room or primary enclosure is recycled, describe the 
percent and source of the air and how gaseous and particulate contaminants are 
removed. 


No recycled air in the animal facility 


3. Life Support Systems for Aquatic Species [Guide, pp. 84-87] 


a. Provide a general description of institutional requirements for enclosures using 
water as the primary environmental medium for a species (e.g., aquatics). 


There is one approved animal protocol that uses a small number of various tadpole 
species on a seasonal basis. No other approved protocols use aquatic species. The 
animals are maintained in static tanks with active oxygenation of the water. The 
tadpoles are kept at a density of no more than 5/L. The water is treated to remove all 
chlorine and or chloramines and allowed to equilibrate to room temperature before 
the tadpoles are placed in the static tank. One-third to one-half of the 

water is changed on a weekly basis. The room temperature is checked daily and NH4 
and NO2 and NO3 are checked at least three times weekly. The animals and the 
general quality of the water are also checked on a daily basis. A room log is completed 
by VMU animal care staff daily. In the event that additional use of aquatics is 
proposed we will continue to develop institutional policies regarding the housing of 
aquatic species. 


b. Provide a general description of overall system(s) design, housing densities, and 
water treatment, maintenance, and quality assurance that are used to ensure 
species appropriateness. 

Note: Facility-specific tank design and parameter monitoring frequencies should 
be summarized in Appendix 12 (Aquatic Systems Summary). 
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Tadpoles are housed in static tanks with an oxygenation source. Water is prepared in 
advanced and temperature of the water is acclimated to the room prior to use. Water 
| is treated with chemicals to remove chlorine and chloramines. 

Tadpoles are 2-3 cm in length upon arrival. Upon arrival, they are acclimated to the 
room temperature before being placed in new tanks. Tadpoles are housed in the 
same groups in which they are shipped. No more than 5 tadpoles are housed per L of 
water. 


4. Noise and Vibration [Guide, pp. 49-50] 
Describe facility design features and other methods used to control, reduce, or 
prevent excessive noise and vibration in the animal facility. 


Noise control is achieved by the use of functional zones and in some areas, double doors. 
Surgical suits and behavior suites are isolated from main areas of activity and when 
possible are carried out in rooms with ante-rooms. The main cage wash facility is located 
away from offices, break rooms and most animal housing areas. Earplugs are required for 
personnel when working in the cage wash area and ear plugs are also available for other 
personnel on request. Radios are not allowed in animal rooms. Vibration control 
mechanisms are part of standard building construction that exists in the animal facility. If 
construction is expected, construction teams are asked to minimize vibrations when 
possible. Any work that can be performed outside of the animal facility is done so. 
Additionally, if viprations/noise from construction must occur, researchers are asked to 
place additional enrichment in caging if research allows. Additionally, towels are provided 
to place under cages when moving caging from the VMU to laboratory space. 


B. Animal Housing (all terrestrial, flighted, and aquatic species) 


1. Primary Enclosures 
Note: A description of primary enclosures used (e.g., cages (conventional, 
individually-ventilated cage systems (IVCS), etc.), pens, stalls, pastures, aviaries, 
tanks) should be included in Appendix 13. 


a. Describe considerations, performance criteria and guiding documents (e.g. 
Guide, Ag Guide, ETS 123 and/or other applicable standards) used by ihe 
|ACUC/OB to verify adequacy of space provided for all research animals, : 
including traditional laboratory animal species, agricultural animals, aquatic 
species, and wildlife when reviewing biomedical, field and agricultural research 


studies. 


i The adequacy of space for all of the animals housed in the VMU is assessed as part 
| of the daily observation of the animals. If animals are exhibiting abnormal behavior or 
| are presenting signs of stress or clinical disease, the environment of the animal is 

| reviewed and that review includes, among many factors, the cage environment. The 


| IACUC reviews animal housing during the semi-annual facility inspection and if any 

| concerns develop regarding caging of any species it is addressed in the IACUC 

| committee meetings. The IACUC requires investigators to address housing of animals 
| in their protocol and to justify the use of non-standard housing arrangements. The 8th 
| Edition of the Guide, the VHA Hand book 1200.07 and the Guide for the Care and Use 
of Agricultural Animals in Research and Teaching are the guiding documents that are 
used to determine the adequacy of animal housing arrangements. VMU mice are 
housed using the IACUC Housing and Weaning Guidelines that were revised to reflect 
changes in the 8th Edition of the Guide. Mice are housed four per standard Tecniplast 
green line mouse cage. Mice are housed five mice per cage in Tecniplast blue line 
cages. Mice expected to weigh greater than 25 grams are recommended to be housed 
at lower densities per cage. Efforts are made to house one female and a litter when 
this housing arrangement adequately supports the breeding needs of the approved 
protocol. In the event that trio breeding housing or housing in which the male 

| remains in the cage at all times are needed to support the research protocol then this 
| must be documented in the ACORP and a trio breeding sticker must be placed on the 

| cage card to indicate this set up. Housing arrangements of the animals are observed 
ona daily basis by animal caretakers and in the event that housing does not meet the 
new guidelines VMU supervisory staff will be notified. No breeding of hamsters occurs 
in the VMU and these animals are housed in caging that reflects the recommended 
space requirements in the 8th Edition of the Guide for those animals. Rats are bred 
with one male and one female. The breeding colony is managed by the labs, but also 
overseen closely by the VMU. All rodents are observed daily to assure that their 
housing arrangements reflect adequate space that supports their maximum health 
and welfare. We have not housed rabbits since 2010. The current inventory of rabbit 


| cages measure 29.27inches x 28.19 inches x18.55 inches. | 


. Describe space exceptions to the guiding documents (Guide, Ag Guide, ETS 
423, and/or applicable standards), indicating the references, considerations and 
performance criteria used (e.g., by the IACUC/OB) to verify adequacy of space 
provided for all animal species covered by the program. [Guide, pp. 55-63] 


Breeding rats are housed in Animal Care System Caging with a floor space of 183 sq in. 
One female + litter + one male (approximately 500 grams), requires 184 sq in. No 
history of trampling of pups or morbidities affecting the pups or dam has been 
identified in the Animal Care System Caging and this housing density is approved by 
the IACUC. 


2. Environmental Enrichment, Social, and Behavioral Management [Guide, pp. 52- 
55: 63-65: Ag Guide, Chapter 4] 


a. Environmental Enrichment 


Describe the structural elements of the environment of primary enclosures 
that may enhance the well-being of animals housed (e.g., resting boards, 
privacy areas, shelves/perches, swings, hammocks). 


Primary enclosures have not been modified. Standard enrichment provided by 
animal caretakers in mouse caging includes one nestlet. Mouse housing huts, 
irradiated food enrichment from Bioserv, additional nestlets, and 4 gram 
irradiated pucks are available at all times to researchers should they choose to 
increase the amount of enrichment in their cages. If researchers choose to 
increase the enrichment in the cage, the caretaker will continue to use the 
increased enrichment after changing cages. Lack of enrichment in a cage must be 
in an IACUC approved ACORP. Researchers are asked to increase the amount of 
enrichment for single housed mice if the study allows. Rats are provided nyla 
bones and 4 gram irradiated pucks. Additional nyla bones and irradiated pucks are 
available in the housing room should the researcher choose to add more 
enrichment. 


Rabbits are given toys such as balls and food enrichment such as hay and fresh 
fruit or vegetables. 


Tadpoles are provided huts in their tanks to provide complexity to the tank and 
also for use as a hiding location. 


i. Describe nonstructural provisions to encourage animals to exhibit species 


typical activity patterns (e.g., exercise, gnawing, access to pens, opportunity 
for exploration, control over environment, foraging, denning, burrowing, 
nesting materials, toys/manipulanda, browsing, grazing, rooting, climbing). 


| Animals are provided provisions that encourage normal species- -specific behaviors. 
| Rabbits are housed so that the open side of each rack faces other animals to allow 
| for social interaction and are provided jingle balls and hay. These items encourage 
| the exploration of their environment. They are brushed frequently and they are 

L | weighed and their teeth and nails are checked monthly. 
| All mice are provided nestlets that are refreshed at every cage change and allow 
| for nest building. Breeding pairs and other animals that need additional support 

| | may be provided huts or additional nesting material as requested or added by the 
| researcher. Mice are also provided food enrichment from Bioserv. 
| Rats are provided Nyla bones and irradiated pucks which encourage gnawing 

| behavior and nest building. 
| Tadpoles are provided huts in their tank to provide complexity to the tank and 

| | also can be used as a hiding location. 


* 


b. Social Environment [Guide, p. 64] 


Describe institutional expectations or strategies for social housing of animals. 


The IACUC requires social housing for all species unless single housing is 
scientifically justified and approved by the IACUC. It is assumed that all animals 
will be housed socially unless compelling reasons exist that preclude it. 

Exceptions to social housing are approved by the IACUC and VMO and 
documented in the protocol. Exceptions include single housing of males or 
pregnant females after being removed from a breeding cage, last animal in the 
cohort, only animal of the same sex at weaning, and aggression. Other reasons for 
single housing must be approved in the ACORP. 

Tadpoles are housed socially. 

Although we have not housed rabbits in the last three years, when present they 
may be housed singly if there are compatibility issues. Every effort will be made to 
purchase litter mates so that group housing is feasible. If litter mates cannot be 
purchased, animals will be attempted to be paired upon arrival. VMU staff are 
knowledgeable of the normal behavior of the animals, are trained to identify any 
behavioral abnormalities while providing the maximum interaction with the 
animals in the performance of daily husbandry duties. Any concerns regarding the 
social needs of the animals will be brought to the attention of the veterinary staff. 


ii. Describe exceptions to these expectations (e.g., veterinary care, social 


incompatibility) and other typical justification approved by the IACUC/OB for 
housing animals individually. 


Mice or rats are housed singly during post-operative periods if indicated or if 

| single housing is required in a behavioral study. Rats or mice that are casted may | 
| be housed singly to prevent injury due to aggression. In the event that an animal 
requires single housing they are provided environmental enrichment tools that 

are species specific unless otherwise disallowed for scientific reasons; i.e Nyla 

| bones for rats, nestlets for mice; balls for rabbits. When rabbits are housed in the 

| VMU, their cages are arranged so that they have visual contact with other 

| animals. Pairing of rabbits is attempted upon arrival. They are also provided balls 
and food treats and are brushed frequently and are weighed and their nails and 


| teeth checked monthly. 
| 


In the event that there are compatibility issues within a cage of mice and one 
animal must be housed singly they are provided the appropriate environmental 
enrichment. Single housing arrangements are described in the protocol and 
approved by the IACUC. The IACUC has also approved some exceptions such as 
single housing due to aggressive mice, as described in the Environmental 
Enrichment SOP, which is reviewed at least annually. 
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iii. Describe steps taken with isolated or individually housed animals to 
compensate for the absence of other animals (interaction with humans, 
environmental enrichment, eic.). 


Animals that are housed singly are provided various forms of environmental 
enrichment. Singly housed mice are provided nestlets and rats are provided a Nyla 
bone and irradiated pucks. Additional enrichment is added if scientific needs does 
not preclude it. Igloos are available for placing in cages with singly housed animals 
if not disallowed for scientific reasons. Furthermore, additional enrichment such 
as additional nestlets, irradiated pucks, or food enrichment can be provided. 
Rabbits are housed singly but have visual access to another rabbits and are 
provided food treats such as hay and jingle balls. Rabbits are brushed frequently 
and weighed and their nails and teeth checked monthly. Animal care staff provide 
maximum interaction with the animals during routine husbandry tasks daily. 


_ Enrichment, Social and Behavioral Management Program Review [Guide, 
pp. 58, 69] 

Describe how enrichment programs and exceptions to social housing of social 
species are regularly reviewed to ensure that they are beneficial to animal well- 
being and consistent with the goals of animal use. 


| All animals are housed socially unless single housing is scientifically justified or is 
essential for the health and welfare of the animal. The majority of rodents are housed 
socially and are provided some form of environmental enrichment in addition to 
social housing. In the event that animals are required to be housed singly for scientific 
reasons the investigator will discuss their proposal with the VMO prior to setting up 
animals singly in a cage. Single housing would also be documented in the protocol and 
reviewed by the IACUC during the review process. Reasons that animals may be 
housed singly include post-operative recovery, which may be short term, 
incompatibility, requirements for a behavioral paradigm etc. The housing 

i arrangements of rodents are reviewed by VMU staff on a daily basis while conducting 


H 
the daily observation of the animals. If there is any question as to the housing 
arrangements of the animals it is brought to the attention of the VMU supervisory 
staff. Rabbits when present are housed singly since they are shipped singly and do not 
| necessarily come from compatible groups. Rabbits have daily contact with caretakers, 
are brushed frequently and they are weighed and their teeth and nails are checked 

| monthly. Their cages are arranged to accommodate their ability to see each other. 
The environmental enrichment program is continuously reviewed by VMO and VMU 
Supervisor and when beneficial structural or non-structural improvements are 

| available they are implemented. The Environmental Enrichment SOP is reviewed and 


| approved by the IACUC at least annually. 
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d. Procedural Habituation and Training of Animals [Guide, pp. 64-65] 
Describe how animals are habituated to routine husbandry or experimental 
procedures, when possible, to assist animals to better cope with their 
environment by reducing stress associated with novel procedures or people. 


All animals are given a minimum of a 72 hour acclimation period prior to being used 
in any study. The only exception could be an animal that is scheduled to be 
euthanized immediately upon arrival for tissue harvest that is delivered to the animal 
facility within 24 hours of its scheduled use and undergoes a terminal procedure. 
During the acclimation period animals are given an opportunity to explore their new 
surroundings and identify the sources of food and water and develop interactions 
with their cage mates. The animals are also given an opportunity to become familiar 
with the animal caretakers and research personnel that will be interacting with them. 
If an animal is required to participate in a research study where they are expected to 
perform or interact with a unique environment the IACUC requires a more extensive 
period of acclimation before any studies are initiated. During IACUC review the 
investigator is required to describe how the animals will be habituated to these 
unique procedures. For example, mice or rats that are involved in behavioral studies 
are introduced to the research equipment and provided an opportunity to explore 
and become familiar with the new environment and the procedures they are 
expected to perform. 


‘ e. Sheltered or Outdoor Housing [Guide, pp. 54-55] 
i. Describe the environment (e.g., barn, corral, pasture, field enclosure, flight 
cage, pond, or island). 


N/A 
ii. Describe methods used to protect animals from weather extremes, predators, 


and escape (windbreaks, shelters, shaded areas, areas with forced 
ventilation, heat radiating structures, access to conditioned spaces, etc.). 


iii. Describe protective or escape mechanisms for submissive animals, how 
access to food and water is assured, provisions for enrichment, and efforts to 
group compatible animals. 


f. Naturalistic Environments [Guide, p. 55] 


i. Describe types of naturalistic environments (forests, islands) and how animals 
are monitored for animal well-being (e.g., overall health, protection from 
predation). 


WA 
ii. Describe how food, water, and shelter are provided. 
N/A 
lii. Describe how animals are captured. 
|N/A 
C. Animal Facility Management 
1. Husbandry 
a. Food [Guide, pp. 65-67] 


i. List type and source of food stuffs. 


Envigo rodent chow is provided to the mice, rats and hamsters. The mice are fed 
irradiated 2919, 2918 or 2916 depending upon the required fat content of the 
diet. Mice may also be fed PicoLab 5LOD. Rats and hamsters are fed Envigo 2918. 
IACUC approved specialized diets are also in use. Tadpoles receive Carolina 


| Biologicals tadpole feed. 


ii. Describe feed storage facilities, noting temperature, relative humidity, and 
vermin control measures, and container (e.g., bag) handling practices, for 
each of the following: 


e vendors (if more than one source, describe each) 

e centralized or bulk food storage facilities if applicable 
e animal facility or vivarium feed storage rooms 

e storage coniainers within animal holding rooms 


VMU Maintenance feeds are purchased from Envigo and Newco. 
Envigo: 

The seams of the main storage facility for Envigo feed are sealed to prevent the 
entrance of vermin and to eliminate any possibility of pest harborage. All floors 


| are sealed and there is a 12 inch wide white sanitation border that allows for 
| more accurate visual inspection of the cleanliness of the storage facility which 
| occurs ona daily basis. The facility is climate controlled and the temperature does 
| not exceed 70 degrees and humidity does not exceed 55%. Temperature and 

humidity are monitored and documented daily. ’ 


Newco Distributors Specialty Division: 

| Animal feed and bedding is purchased from Newco Distributors, an ISO 9001:2015 

| and AIB certified company and a Purina Mills Certified Lab Dealer. Laboratory diets 
are stored in an environmentally monitored room within in a 26,409 sq ft. cement 
building. The roof height is 24 feet. This warehouse is armed with a thermometer 
that measures the temperature and humidity. All lab products are secluded ina 
barrier curtain to ensure additional protection. All products are stored on pallets 
off the floor at a safe distance from the walls. Feed is monitored, tracked and 
rotated to assure freshness by date code. Feed is manufactured exclusively in the 
Purina Mills FSSC 22000 Richmond, Indiana facility. No antibiotics, synthetic 
estrogen, or other such chemicals enter the facility. Only FDA and AAFCO 

| approved feed additives for feed nutritional uses are permitted in the facility. 

| Both Purina Mills and Newco Distributors, Inc. have certified pest control services 


of the facility. Non-toxic glue boards are used in the interior of the facility as well 
as pheromone traps for flying insects. Further insect control is conducted by a 
certified pest control service utilizing Pyrethrina/Piperonyl-Butoxide when 
necessary. Damages or spilled product is removed and discarded immediately. 


VAPAHCS VMU: 

Feed bags are stored on carts with casters to allow ease of cleaning under the 
feed. Feed is rotated so that oldest feed is used first. Expiration dates are clearly 
marked on bags of feed upon arrival at the facility. 


A small amount of feed is stored in plastic bag lined 30 gallon containers on 

| casters in housing rooms. The containers are completely emptied after use or 
| within 30 days and are either sanitized in the cage wash or disinfected inside the 
| room. The barrel and top are run through the cage wash at minimum once a 

| month. 

| 
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| Special feeds for the VMU are also purchased from ResearchDiets, Dyets, and 
Bioserv. 


Bio-Serv is an ISO 9001:2008 compliant manufacturing company. They have a 
53,000 sq. ft. production facility located in Flemington, New Jersey. Depending 
t upon the nature of the product, products are stored either in a cool room (“65 F), 
refrigerated walk-in cooler (~40 F), freezer (~5 F), or in an ambient temperature 
warehouse (“75 F). All temperature-controlled areas are monitored for 
compliance to the temperature range. In-house employees clean all areas 


routinely. An outside pest control company that services our facility monthly 
using only traps and no chemical sprays. Products are shipped via UPS, Federal 
Express, or Common-Carriers. 


Dyets specializes in producing custom formulated feeds which are made to order 
and completed feeds are not stored. Feed ingredients are stored according to the 
manufacturers recommendations in the original packaging. Bulk room 
temperature items (sugar, starch, cellulose, etc.) are stored on pallets. 
Refrigerated items are stored at 4C and frozen items at <OC. The production area 
is heated and air conditioned to maintain a constant temperature of 70F. Standard 
Operating Procedures are in place to insure that ingredients are rotated on a first 
in, first used basis. All equipment is cleaned between different production runs. 
Also the entire production area is cleaned after each shift. A licensed pest control 
service that comes in twice per month to inspect the facility. If a pest problem is 
found — either by Dyets personnel or the pest control people — it is corrected 
within 24hrs and all contaminated ingredients are discarded. 


Research Diets: 
Research Diets custom manufactures diets. Diets are not stored, but shipped upon 
manufacture. Ingredients are stored in the warehouse with variable humidity and 
temperature, within ranges suitable for storage of human grade food ingredients. 
Production and storage facilities are cleaned on a daily basis, with procedures 
comparable to those used for a commercial-grade human food bakery. Diets are 
shipped by UPS in plastic lined double-walled corrugated cartons. Interior and 
exterior bait boxes serviced bi-weekly by J. Ehrlich Pest Management; no 
pesticides used. 


| ! 


iii. Describe special food preparation areas, such as feedmills and locations 


where special diets are formulated, if applicable. Include in the description 
sanitation and personnel safety practices (noting that respiratory protection is 
described in Section 2.1.A.2.b. ii. Standard Working Conditions and Baseline 
Precautions above). 


Gel food is made in the laboratory using a blender. The equipment is sanitized 
after each use and is designated for preparation of feed. 


iv. Describe how food is provided to various species (ad /ibitum, limited amounis, 


types of feeders). 


Rodents: 
Food is placed into wire feeders by either a scoop or measuring cup kept in 
individual food drums. All animals are fed ad libitum except when restricted feed 
is dictated by the research protocol and is approved by the IACUC. Food is fed ina 


wire food hopper. Food is also provided on the cage floor for weanlings, post- 
operative animals, or animals showing signs of illness. When using metabolic 
caging, feed is provided in a food hopper presented on the edge of the caging. 


Tadpoles: 
Feed is dropped in the water daily. At least 1 pellet/10 small tadpoles is given. 
Caretakers are trained to remove non-consumed feed the following day. 


v. Describe special food quality control procedures including procedures for 


rotating stock, monitoring milling dates, nutritional quality, bio load, chemical 
contaminants, etc. 


All feed is rotated to assure freshness. New shipments are received weekly. The 
feed with the earliest milling date is placed on top of the feed stack and is used 
first. Food is used within 180 days of milling. The feed is stored on movable bulk 
trucks and the signage indicates which feed bags should be used first. Damaged 
feed bags are discarded. The VMU feed and bedding room (QQ is air 
conditioned and vermin resistant. A maximum/minimum thermometer and 
hygrometer document the temperature and humidity and these values are 
recorded on the feed and bedding room log. Food is received by the Lead Animal 
Caretaker who assures the proper organization of the feed on arrival. We rely on 
the quality control measures of Envigo Laboratories and Purina Mills (LabDiet). We 
do not conduct feed testing in house. If a concern arises regarding food quality we 
would request a complete food analysis report. 


Special feeds provided by the laboratories are stored as recommended by the 
manufacturer. Feeds are used before dates recommended by the manufacturer, 
and milling/expiration dates are checked before use. 


b. Drinking Water [Guide, pp. 67-68] 


Describe the water source, treatment or purification process, and how it is 
provided to the animals (e.g., bowls, bottles with sipper tubes, automatic 
watering, troughs, ponds, streams). 


Tap water is supplied by the City of Palo Alto which is part of the San Francisco 
Public Utilities Commission (SFPUC) to the VA Medical Center. On average, 85% of 
the water comes from the Hetch Hetchy Reservoirs, while the remaining water 
comes from surface water in Alameda and San Mateo Counties, and beginning in 
early 2017, from groundwater pumped from the Westside Basic Aquifer. SFPUC 
stopped adding chlorine to the water in 2004 and now adds chloramines to reduce 
the levels of trihalomethanes. Hardness ranges from 7-82 ppm with an average of 
51 ppm. A copy of the most recent water quality report is available online and is 
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reviewed by the appropriate VAPAHCS personnel. There is a filtration station with 
0.5 micron ultra-filtration plus secondary carbon filter that provides additional 
water purification for the Lab Products Hydropac bagged water system and a GE 
drinking water filter for our water bottle system. Rodents are supplied with water 
bags or water bottles and sipper tubes. A filter system was installed in 2009 on the 
t water line supplying drinking water for the animals to enhance and maintain 
consistency in the water quality. 


ii. Describe methods of quality control, including monitoring for contaminants. 


We rely upon the city of Palo Alto and the medical center quality control 
processes. We also submit water samples from the hydropac machine, water 
boitle filling station, and tap water in the aquatics room for culture to Idexx 

Bioresearch annually. 


ili. If automatic water delivery systems are used, describe how they are 
maintained and sanitized. 


. Bedding and Nesting Materials [Guide, pp. 68-69] 


i. Describe type(s) and how used for various species. 


Sani-chips which is an aspen hard wood product is the bedding used for the 
majority of rodents. Irradiated Diamond Dry which is a paper bedding product is 
used for nude rats and post-operative animals when indicated. 


ii. Describe bulk bedding storage facilities, if applicable, including vermin control 
measures. 


Bedding is provided by Envigo. Bedding is stored in an enclosed climate-controlled 
facility in Hayward, CA. The walls and the floors of the storage facility are sealed to 
prevent the entrance of vermin and eliminate pest harborage. The cleanliness, 
temperature and humidity of the storage facility is monitored by vendor 
personnel on a daily basis. Live animal traps are located throughout the 
warehouse. Pheromone traps may also be used to help in identifying any vermin 
activity. Warehouse personnel walk the perimeter of facilities daily. If vermin 
activity is observed, immediate and appropriate action is taken. Action can include 
the disposal of any potentially infested or contaminated products. Additionally, an 
independent pest control vendor is contracted for each facility to supplement our 


in-house program. Vendors inspect warehouses and the feed mill facility twice per 
month, and report observations or potential concerns immediately, to warehouse 
managers. Bedding is shipped in climate controlled trucks and the delivery trucks 
are used solely for the transport of feed and bedding. Delivery trucks are cleaned 
after every use and fogged with chlorine dioxide. 


ili. Describe quality control procedures, including monitoring for contaminants. 


Vendor assays are relied upon for monitoring for contaminants in bedding. Vendor 
certifies each lot of feed and bedding prior to making available for purchase. 
Damaged bags are disposed of upon receipt. Bedding is delivered on a weekly 
basis and is only purchased from one vendor. The Facility Supervisor assures the 
proper receipt and management of the bedding. We rely on the quality control 
program of the feed and bedding manufacturers. 


d. Miscellaneous Animal Care and Use Equipment 


Describe motorized vehicles and other equipment (e.g., trailers) used for 
transporting animals, noting the type and how the cargo compartment is 
environmentally controlled, if applicable. 


Personal cars are inspected by the VMO or Facility Supervisor as mandated by the 
i IACUC. Air conditioning and heating is confirmed to be functioning prior to 
| approval of car for transport. If transportation is performed by the VMU, a 
| government vehicle is used and inspected by the VMO or Facility Supervisor as 
| described above. If animals are transported by an outside institution they are 
| shipped via approved commercial courier such as World Courier. If they are 
| transported to Stanford Campus, they are picked up by Stanford Veterinary 
| Service Center in a temperature controlled vehicle. 


i. Describe other animal care related equipment used in the animal care 


program (specialized equipment for exercise or enrichment, high pressure 
sprayers, vacuum cleaners, tractors, trailers, spreaders, etc.). 


High pressure sprayers are used for the application of disinfectants. A water bottle 
filler is present on the clean side of the cage wash and a bedding dump station is 
located on the dirty side of the cage washer. A washer /dryer is also available to 
launder items such as towels used for transport. 


e. Sanitation [Guide, pp. 69-73] 
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Bedding/Substrate Change~ ~~ 


1) Describe frequency of contact and non-contact bedding change for each 
species and enclosure type (solid-bottom or suspended) or pen. 


Bedding is changed for in mouse individually ventilated caging every two 
weeks and is changed once a week in mouse static cages and rat cages. Cages 
are also spot changed if cages are heavily soiled or flooded. 


2) Describe any IACUC/OB approved exceptions to frequencies 
recommended in the Guide or applicable regulations and the criteria used 
to justify those exceptions. 


IVC caging housing mice is changed every 2 weeks. Published data (Ferrecchia 
et al, 2012) provides evidence that ammonia levels remain at acceptable levels 
when housing 5 mice per cage in Tecniplast blue line caging using sani-chip. 
Performance standards are used to justify the frequency of change out in 


Tecniplast green line mouse caging. No respiratory or behavioral abnormalities 
have been observed in mice due to biweekly change outs. All cages are also 
spot cleaned if considered heavily soiled. Exceptions are reviewed and 
approved by the IACUC annually. 


3) Note the location where soiled bedding is removed from the 
cages/enclosures and where clean bedding is placed into the 
cages/enclosures. 


The main cage wash area is separated into a clean side (a and dirty side 
(OG. Dirty cages with soiled bedding are dumped in an Ancare Disposal 
station before being placed into washers on the dirty side (a and removed 
from machines in clean room QQ. Clean bedding is then added to the clean 
cages from a bulk bin by hand before being either immediately re-used or 
stored in the clean cage storage area. (GH Soiled rabbit pans are dumped in 
the room and cleaned via the rack washer. Rabbit racks and accessories are 
also washed in the rack washer. 


<— 


Cleaning and Disinfection of the Micro- and Macro-Environments 
Note: A description of the washing/sanitizing frequency, methods, and 
equipment used should be included in Appendix 14 (Cleaning and 
Disinfection of the Micro- and Macro-Environment) and Appendix 15 
(Facilities and Equipment for Sanitizing Materials). 


1) Describe any IACUC/OB approved exceptions to the Guide (or applicable 
regulations) recommended sanitation intervals. 


| Solid bottom IVC mouse caging is sanitized every two weeks. Published data 

| (Ferrecchia et al, 2012) provides evidence that ammonia levels remain at 
acceptable levels when housing 5 mice per cage in Tecniplast blue line caging 
H 


using sani-chip. Performance standards are used to justify the frequency of 
change out in Tecniplast green line mouse caging. No respiratory or behavioral 
abnormalities have been observed in mice due to biweekly change outs. All 
cages are also spot cleaned if considered heavily soiled. 


2) Assessing the Effectiveness of Sanitation and Mechanical Washer 
Function 


a) Describe how the effectiveness of sanitation procedures is monitored 
(e.g., water temperature monitoring, microbiological monitoring, visual 
inspections). 


Water temperature of the tunnel washers and rack washers is monitored 
daily by the use of Temperature strips to ensure that the temperature is 
reaching 180 degrees F. ATP and RODAC testing is performed on a semi- 
annual basis. Visual inspections of the cages and the equipment are carried 
out by the animal care staff and Facility Supervisor on a daily basis. 


b) Describe preventive maintenance programs for mechanical washers. 


The tunnel washer, rack washers and autoclave are serviced by an outside 
vendor. Standard preventive maintenance occurs on a quarterly basis and 
the VMU Supervisor is provided a quarterly report that describes the 

performance of the equipment. The vendor is available at all times and can 
provide emergency services when needed. 


f. Conventional Waste Disposal [Guide, pp. 73-74] 
Describe the handling, storage, method and frequency of disposal, and final 
disposal location for each of the following: 


i. Soiled bedding and refuse. 


Standard dirty cages are removed from the animal room and taken to the dirty 
side of the cage wash. Cages are dumped into the bedding dump station located 
on the dirty side of the cage wash. Plastic bags of soiled bedding are closed and 

disposed of daily in the general hospital dumpster that is serviced by a hospital 


contractor who empties it daily. Bedding containing biohazardous materials are 
dumped and bagged inside the room in a biosafety cabinet. All biohazardous 
refuse is thrown into red trash cans lined by a red bag (excluding carcasses and 
sharps). These bags are stored in biohazard bins in (Qj). Biohazardous bags 
(excluding carcasses) are picked up by EMS daily. 


Bedding soiled with chemical agents is placed in specialized containers that are 
picked up and disposed of by the Environmental Management Services. The 
schedule for disposal of chemical waste is determined by Environmental 
Management Services. 


ii. Animal carcasses. 


Small animal carcasses are placed in plastic bags, sealed and placed in a biohazard 
bin in (QQ). The temperature of the carcass cooler is monitored daily. Carcasses 
are removed by a biohazard waste disposal company under contract to the 
hospital twice a week. Animal carcasses from terminal procedures performed in 
the research laboratories are brought to the VMU and put in the cooler in @]@). 
Other biohazardous waste is picked up by EMS and incinerated or autoclaved. 


g. Pest Control [Guide, p. 74] 


nee amenanel 


i. Describe the program for monitoring and controlling pests (insects, rodents, 
predators, etc.). Include a description of: 
e monitoring devices and the frequency with which devices are checked 
e control agent(s) used and where applied, and 
e who oversees the program, monitors devices, and/or applies the 
ageni(s). 


Pest control services are provided by the medical center contractor who works in 
conjunction with the VMO, VMU facility supervisor, or AHT to resolve any vermin 
problems. The pest control service contractor is overseen by the Chief of EMS 
(Environmental Management Service). Devices are placed on the perimeter of the 
VMU, and checked weekly. Agents are applied by pest control services. If a pest 
issue is present within the VMU, non toxic agents are used. 

Live mouse traps are also placed inside the VMU and checked daily by animal 
caretakers. 


ii. Describe the use of natural predators (e.g., barn cats) or guard animals (e.g., 
dogs, donkeys) used for pest and predator control, if applicable. 


ili. Note how animal users are informed of pesticide use and how animal users 


may opt out of such use in specific areas. 


Pesticides are not used within the animal facility. 
| Investigators will be informed if an infestation of the animal facility occurs and the 
use of pesticides would be considered. 

| If major infestations occur which would require more intensive control inside the 

i building or the animal rooms the investigators will be notified and their concerns 

| discussed prior to initiating any use of pesticides within the animal facility. 


h. Weekend and Holiday Animal Care [Guide, pp. 74-75] 


Describe procedures for providing weekend and holiday care. Indicate who 
(regular animal care staff, studenis, part-time staff, etc.) provides and 
oversees care and what procedures are performed. 


Trained VMU personnel are present every day of the week including weekends 
and holidays. Regular animal care staff performs care on weekends and holidays. 
On weekends and holidays a health check is performed on all cages, and feed and 
water replacement are carried out as needed. Every room has a checklist, 
maximum/minimum thermometer and hygrometer that must 

be completed daily. A veterinarian is on-call every day of the year, and the 
contact information for the veterinarian is posted in the VMU. The VMO or 
designee is contacted by staff on weekends and holidays with a facility and animal 
health update. Animal care staff have emergency contact information for the 
VMO or her designee and supervisory staff. If an animal emergency arises, animal 
care staff will contact them. All personnel can contact VA Police 24 hours a day if 
they have concerns regarding the facility. After hours and during 
weekends/holidays, the medical center boiler plant monitors the status of the 
HVAC through the website. In the event of major temperature fluctuations, air 
flow problems, power failure or other facility issues boiler plant personnel will 
contact the on-call engineer and the appropriate personnel listed on the 
emergency call back cascade The VMO or designee, VMU Supervisor or Lead 
Animal Caretaker are contacted in all cases where the welfare of the animals may 
be affected. The VMU is responsible for emergency planning and implementation 
with regard to research animals in the event of a disaster. This plan coordinates 
with the VA Palo Alto Health Care System Emergency Plan. 


Indicate qualifications of weekend/holiday staff if not regular staff. 


N/A 
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iii. Describe procedures for contacting responsible animal care and/or veterinary 
personnel in case of an emergency. 


In the event of an emergency the medical center boiler plant and the police have 
| emergency contact numbers for the VMO and the VMU Facility Supervisor. If a 

| facility issue occurs the boiler plant will respond at any time and contact 
appropriate engineering staff and provide VMU staff with the required update. 


VMU staff will determine the next step in the event that the emergency could 
impact animal welfare. The medical center also has a call back cascade in place to 
respond to a catastrophic event that could impact the entire hospital. The VMO 
and VMU Supervisor are listed on the emergency call back cascade. Additionally, 
the VMO’s phone number is posted in the VMU. 


2. Population Management [Guide, pp. 75-77] 


a. 


Identification 
Describe animal identification methods for each species (e.g., microchips, 
cage/tank cards, collars, leg bands, tattoo, ear tags, brands). 


Identification and Records 1) Methods for Identification of Each Species. All animals 
are identified by cage cards. The following information is on each card: a) Name of 
principal investigator (PI) b) Protocol number c) Order number if applicable d) Species 
e) Strain f) Date received or date of birth g) Point of Contact. 

Rabbits are identified by ear tags prior to being shipped by the vendor. 

Some investigators identify rodents by ear punches, tail markings, toe or tail 
tattooing, a microchip system, or ear tags. 


b. Breeding, Genetics, and Nomenclature 


i. Describe the program for advising investigators on the selection of animals 
based on genetic characteristics. 


Investigators consult with the Veterinary Medical Officer when designing studies 
using less common animal strains. The selection is based on study needs and the 
availability of the animals in question. In many cases unique strains are imported 
from other institutions and breeding programs are then established at the VMU. 
The VMO works closely with the investigators during the transfer process. 

Reference materials are also available in the VMU library. 


ii. Describe the program for advising investigators on using standardized 
nomenclature to ensure proper reporting of the identification of the research 
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animals with regard to both the strain and subsirain or the genetic 
background of all animals used in a study. 


Our animal protocol entry form specifically asks the PI to list all the strains to be 
| used in the protocol, and for each transgenic or knockout line, specify the 
| genetic/strain background. During the protocol review process, animal breeds and 
strains are noted and reviewed by the VMO and the IACUC. The subject on the 
principles of establishing, identifying and maintaining a mouse breeding program, 
including the use of standardized nomenclature, are also included in the required 
i CITI online training. Mice are tracked in the VMU based on background strain, but 
| investigators are encouraged to list all specific strains, including substrain, on their 
protocols. The strain information is usually presented on cage cards as 
abbreviated designations due to limited space on the cage card. During the IACUC 


H 
| 
| semi-annual inspection the laboratory personnel are interviewed regarding the 
| 


strains and sub-sirains of mice that they are using to assure consistency with the 
approved protocol. 


iii. Describe genetic management techniques used to assess and maintain 
genetic variability and authenticity of breeding colonies, including 
recordkeeping practices (Guide, pp. 75-76). 


Wild type animals are usually purchased from established commercial vendors 
where strict breeding protocol and genetic monitoring programs are implemented 
to avoid unintentional inbreeding in the case of outbred strains and genetic drift 
in the case of inbred strains. In situations where Pls prefer to breed inbred wild 
type animals in-house due to concerns for variations in the microbiota or housing 
environment, they are encouraged to bring in outside breeders at least once a 
year. Breeding stocks of genetically engineered or modified animals are usually 
obtained from other investigators or purchased from commercial vendors. They 
may be available as homozygous or hemi/heterozygous, congenic or on a mixed 
genetic background. Each PI determines the best breeding scheme for their own 
experimental needs. In situation where homozygous crosses are carried out, 
genotyping of the breeding stocks and first generation offspring is a common 
practice. Most Pls will genotype a small number of offspring in subsequent 
generations to make sure the genotypes remain true. For hemi/heterozygous 
crosses, wild type breeders are brought in from commercial vendors for the 
maintenance of the hemi/heterozygous colonies. Genotyping of all offspring is 
necessary in hemi/heterozygous crosses. PCR is the most common genotyping 
method. There may have been a couple protocols in the past that use specific 
enzyme activities in the blood as means of genotype determination. Breeding and 
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| genotyping records are maintained by each laboratory and are inspected by IACUC 
t at each semi-annual inspection. 


iv. For newly generated genotypes, describe how animals are monitored to 
detect phenotypes that may negatively impact health and well-being. Note 
that the methods used to report unexpected phenotypes to the IACUC/OB 
should be described in section 2.1.B.1.c.ii, “Unexpected Outcomes that Affect 
Animal Well-Being.” 


The IACUC protocol review checklist includes a question regarding the generation 
of new genotypes. The investigator is asked to describe these new genotypes and 
if they anticipate the development of any phenotypical changes that could 
negatively impact the animals. The issue of alternatives will also be addressed. In 
the event that these changes could develop the investigator will be asked to 
describe what clinical signs may occur and to attach a Health Watch sticker to any 
cages to enhance daily monitoring of the animals. The process of monitoring these 
animals will also be discussed during the post-approval monitoring process of the 
IACUC semi-annual inspection. During the daily observation of the animals, any 
clinical signs that could be attributable to new phenotypes would be reported to ~ 
the VMO. 


Newly generated transgenic or knockout animals are usually monitored from birth 
to adulthood (5-6 months of age) for unusual (both expected and unexpected) 
phenotypes. Common observation include genetic segregation, body size and 
body weight, developmental benchmarks, and obvious abnormalities (anatomical, 
physiological, and neurological). 


lll. Veterinary Care [Guide, pp. 105-132] | 
Note: Complete each section, including, where applicable, procedures performed in farm 
settings, field studies, aquatic environments, etc. 


A. Animal Procurement and Transportation [Guide, pp. 106-109; Ag Guide, pp. 8; 45; 
50-57] 


1. Animal Procurement 
Describe the method for evaluating the quality of animals supplied to the institution 
(from commercial vendors, other institutions, etc.). 


The VMU has established an approved vendor list for all species. All animal orders from 
commercial vendors are approved by the VMO or her designee prior to shipment of the 
animals. The VMO review entails a thorough review of the health status of the animals 
that are being requested and decisions are made based on the health status of the 
animals. The VMU has a list of rodent pathogens that we make an effort to exclude and 


14 


whether or not an order is approved is dependent on that information. In the event of 
non-commercial transfers the VMO thoroughly reviews the health status of any animals 
that will he imported and the nature of the documentation is determined by institutional 
history and health histories. All animals that are approved to be imported after this 
review will undergo a 5 week quarantine and will not be released into the general 
population until it is confirmed that they are free of excluded agents. Current health 
records for rodents and rabbits are reviewed by the VMO prior to approval of any animal 
order. 


2. Transportation of Animals 
Describe how animals are transported between outside sources and the institution 
and within the institution, including loading, unloading, level of biosecurity, immune 
status and specific pathogen status (consider all species, including aquatic and 
semi-aquatic species). 


Currently the VMU staff does not transport any animals. All animals that arrive at the 
facility are transported by commercial vendors and shippers with the exception of 
animals being transferred to or from Stanford University. Animals being shipped to or 
transferred from Stanford University is transferred by the VSC. Rodents and rabbits arrive 
in filtered shipping crates which are sprayed with disinfectant prior to opening the box 
and housing the animals in a pre-assigned room. Tadpoles arrive in a standard amphibian 
shipping box. Boxes that are damaged are not accepted. Animals are transported within 
the institution when they are transported to the laboratories in or 
(OGM The animals are housed in closed totes or carts and lab personnel are required 
to follow a designated traffic pattern that uses freight elevators and non-patient areas 
whenever possible. Animals may also be transported to Stanford’s (]@yg Center for use 
of the micro-CT by vehicles owned by researchers or the VA. Animals returning from the 
(QIGME Center must be housed in ABSL2. Animals may also be transported via cart to the 
DXA which is currently housed outside of the VMU on the VAPAHCS campus. Animals 
must be housed in (J) after return from the DXA machine. 


B. Preventive Medicine 
1. Animal Biosecurity [Guide, pp. 109-110] 
a. Describe methods used to monitor for known or unknown infectious agents. Note 


that if sentinel animals are used, specific information regarding that program is to 
be provided below. 


The preventive medicine program for rodents is based on the use of approved 
vendors, rodent health surveillance, quarantine procedures, effective husbandry 

practices and continuous medical surveillance. All of these programmatic elements 
support the monitoring of known and unknown infectious agents. The VMU health 
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| surveillance program for rodents consists of serological and bacteriological PCR assays 
| using sentinel animals performed every three to four months. Sentinels are exposed 

| to the dirty bedding of experimental animals. Additionally, cage swabs and fecal 

| pellets are taken from random cages on the rack and pooled with samples from 

| sentinels. If any contamination with excluded pathogens is suspected, the VMU will 

| conduct additional testing to confirm the pathogen. Twice yearly, sentinels are 

| euthanized and in house éndoparasite and ectoparasite testing is completed. Blood is 


also collected at this time for serological testing. 


| The VMO reviews the health surveillance records looking for any patterns in morbidity 
| and conducts clinical rounds frequently in an effort to assure the detection of any new 
| clinical problems within the colony. The use of a rodent room visitation order 

| supports the maintenance of the health of the rodent colony and decreases the 

| possibility for cross contamination. 


b. Describe methods used to control, contain, or eliminate infectious agenis. 


In the event of an outbreak the methods used are determined by the agent, how 
contagious it may be, how widespread it is and the status of the animals that are 
impacted. If an agent is detected that can be treated, the animals will be isolated and 
the VMO will discuss treatment options with the principal investigator prior to 
proceeding with treatment. In the event of a viral outbreak, the animals will be 
isolated, the investigator will be contacted and depending upon the circumstances 
we may proceed with additional testing of experimental animals to confirm our 
results. In all cases we work closely with the principal investigator to determine the 
best actions to take and inform all users of the VMU, while emphasizing the 
importance of biosecurity and the importance of the adherence to VMU policies and 
procedures. The rodent room visitation order would be revised to reflect the 
outbreak, investigators would be informed by email and signage would be posted in 
many areas in the facility. During an active outbreak we will handle the impacted 
animals and their caging last including the management of the impacted cages in the 
cage washer. Autoclaving materials as a control measure may occur when indicated. 
In all cases, isolation of the impacted animals is instituted, limited access is allowed in 
the affected area, VMU staff and research personnel are informed, PPE requirements 
may be enhanced, and the rodent room visitation order will be revised accordingly. 


2. Quarantine and Stabilization [Guide, pp. 110-111] 


a. Describe the initial animal evaluation procedures for each species. 


The health status of all animals is reviewed and approved by the VMO or supervisory 
staff. 
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Health reports of animals from commercial vendors are approved prior to shipment 
by the VMO or supervisory/veterinary staff. Requests for rodents from non- 
commercial sources are approved by the VMO. 


All rodents must be shipped in filtered crates to reduce the possibility of cross- 

| contamination in transit. If the filter is damaged the animals are not allowed into 
rodent housing areas. If the container is accepted, it is sprayed with MB-10 
disinfectant. 


The paperwork from commercial shipments is checked against order forms. Health 
reports attached to the shipping box are also reviewed. After confirming the order 
number, the animals are transferred to a pre-assigned room into micro-isolator caging 
in a laminar flow workbench. At the time the animals are transferred, they are visually 
inspected. If animals exhibit signs of poor health, the VMO is contacted. Infectious 
disease testing is performed if necessary. If animals are not the correct sex or weight, 
the vendor is contacted for replacements. Standardized cage cards are prepared and 
placed on each cage. 


Rodents from non-commercial sources are held in quarantine until they are released 

into the general housing area. Health surveillance reports for 1-2 years and 
description of the sentinel program and husbandry are required from noncommercial 
| vendors as well as additional testing when required. All health information is 


reviewed by the VMO before a shipment of animals is approved. Once animals from a 
non-commercial source arrive at the animal facility they will undergo a 5 week 
quarantine. Any exceptions to these procedures must be approved by the VMO. 
| Animals are not released into the general housing area until their health status is 
confirmed by the VMO. 


Rabbits- Rabbits are received by a designated animal caretaker, their health is 
assessed and their ear tags are checked against the numbers listed on the shipping 
form. During the acclimation period the rabbits are observed for any signs of,stress or 
disease. SPF rabbits are received from commercial vendors only. The VMO reviews 
the current health status of all of the rabbits before they are ordered. When animals 
enter the animal facility and are placed in their cages they are examined by the animal 
care staff. If the animal appears to have a clinical problem it is immediately reported 
to the veterinary staff who will provide veterinary care \ 


b. Describe quarantine facilities and procedures for each species. For each 
species, indicate whether these practices are used for purpose-bred animals, 
random-source animals, or both. 


All animals used in the VAPAHCS VMU are purpose bred animals. The only exception 
are tadpoles from Carolina Biologicals, which may be bred or wild caught. The housing 
room for tadpoles is considered “last” on the room animal order list. 
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Mice - Animals that are ordered from commercial vendors are housed directly into 
the general housing areas. We also maintain one in/out housing room. Animals that 
are undergoing behavioral procedures or must be brought to the DXA machine, which 
is currently kept outside the VMU must be housed in (@jJ@. A small number of mice 
may be housed permanently in (@@ if they are known to be positive for an organism 
that does not constitute great risk to the rest of the colony, but cannot be re-derived. 


If mice are being imported from a non-commercial source such as an academic 
institution, they are required to undergo a five week quarantine during which animals 
are provided fenbendazole feed. At the end of the quarantine period, animals are 
directly tested via blood collection, fur swabs, and fecal samples for excluded 
pathogens. Results are reviewed by the VMO, and animals are released from 
quarantine upon approval by the VMO. Only one quarantine room is available. If more 
than one set of animals are in a quarantine room, cages are changed on different 
days. The hood is thoroughly disinfected prior to and after each use. The Facility 
Supervisor maintains this room to ensure that strict biosecurity is followed. 


Rats - We currently use three rat commercial sources. The health reports of these 
vendors are reviewed by the VMO or supervisory staff prior to ordering animals. If 
rats from a non-commercial vendor are requested, animals will be housed in a 
quarantine room. Rats and mice will not be housed in quarantine simultaneously. Rats 
will be tested via blood collection, fur swabs, and fecal samples for excluded 
pathogens at the end of a five week quarantine period. Animals are released from 
quarantine upon approval by the VMO. 


Hamsters- Hamsters are only ordered from commercial vendors and are housed in a 
room separate from other species. They do not require quarantine. If any health 
issues arise that may be infectious in nature, the cage is tagged and handled last. 


Rabbits - Rabbits are ordered from a commercial source, and the health records of the 
animals are reviewed by the VMO prior to approval. Rabbits do not require 
quarantine. If any health issues arise, rabbit displaying the concern is moved to the 
bottom most cage and quarantined inside its cage. The rabbit is handled last. 


Tadpole species are housed in a room separate from other species. Tadpoles are 
brought in via “all-in/all-out” methods. No new groups of tadpoles are brought in until 
all animals from the previous shipment has been euthanized. The housing room is 
sanitized in between shipments. 


c. Describe the required/recommended stabilization period for each species. 


All animals require 72 hour acclimation period prior to being used in an experiment. 
Animals purchased for immediate euthanasia and tissue collection are not required to 
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go through the 72 hours acclimation period. Veterinary care is also allowed during this 
72 hour acclimation period. 


3. Separation by Health Status and Species [Guide, pp. 111-112] 

‘a. Describe the program for the separation of animals by species, source, and 
health status. If the animals in different status are not maintained separately, 
describe circumstances in which mixing occurs and explain the rationale for 
mixing. 


Different species are not housed in the same room. 


Mice — Mice of the same health status are housed in the same room. Animals that are 
undergoing behavioral procedures or must be brought to the DXA machine, which is 
currently kept outside the VMU must be housed in(QjJ@). A small number of mice may 
be housed permanently in (@J@) if they are known to be positive for an organism that 
does not constitute great risk to the rest of the colony, but cannot be re-derived. 


Rats - We currently use three rat commercial sources. The health reports of these 
vendors are reviewed by the VMO or supervisory staff prior to ordering animals. Rats 
are of similar health status. 


Hamsters- Hamsters are only ordered from commercial vendors and are housed in a 
room separate from other species. Hamsters are of similar health status. 


Rabbits - Rabbits are ordered from a commercial source, and the health records of the 
animals are reviewed by the VMO prior to approval. Rabbits are of similar health 
status. 


Tadpole species are ordered from a commercial source. Tadpoles are brought in via 
“all-in/all-out” methods. No new groups of tadpoles are brought in until all animals 
from the previous shipment has been euthanized. The housing room is sanitized in 
between shipments. 


b. Describe situations where multiple species may be housed in the same room, 
area, or enclosure. 


N/A 

c. Describe isolation procedures and related facilities for animals. 
Animals from non-commercial vendors are housed in quarantine rooms. Quarantine 
rooms are considered one of the last rooms on the room entry order. Animals that are 
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taken to behavior rooms, moved to other areas outside of the VMU, or have bacterial 
pathogens such as staph or klebsiella may be also housed in|Q@) if the Principal 
Investigator’s primary housing room excludes this agent. Animals that are taken off 
site to areas such as the QQ Center (Stanford University), are housed in ABSL2 
upon return to the VMU. If excluded pathogens are detected in a housing room, the 
room is quarantined and the room entry order is altered based on the pathogen 
detected. Increased PPE is also required. Caretakers may be required to shower or 
leave the building immediately after leaving the room. 


C. Clinical Care and Management [Guide, pp. 112-115] 


1. Surveillance, Diagnosis, Treatment and Control of Disease [Guide, pp. 112-113] 


a. Describe the procedure(s) for daily observation of animals for illness or abnormal 
behavior, including: 
e the observers’ training for this responsibility 
e method(s) for reporting observations (written or verbal) 
e method(s) for ensuring that reported cases are appropriately managed in a 
timely manner. 


Animals are observed on a daily basis including weekends and holidays by trained 
animal caretakers that are familiar with the standard operating procedures of animal 
care. Animal caretakers are trained by the veterinary staff to recognize clinical disease 
and abnormal behavior in all species housed in the VMU. In the event that there is a 
concern the animal caretaker fills out an orange health case card on the cage to tag 
the cage and to track any treatments. The animal caretakers will then email 
researchers indicating the treatment per standing orders developed by the Veterinary 
Medical Officer. If researchers have not performed treatment within 24 hours, 
caretakers begin treatment. Veterinary staff performs weekly rechecks of animals. 


Caretakers are also trained to recognize emergent clinical problems. If emergent 
clinical problems are found, the caretaker contacts veterinary staff immediately. If 
immediate euthanasia or treatment is required, the Veterinary staff will contact the 
researcher directly or perform immediate euthanasia or treatment of the animal 
depending on the clinical findings. 


On weekends and holidays, the animal care staff contacts the VMO or designee with a 
status update of the facility. The caretaker marks the cage and emails the researchers 
as indicated on weekdays. At the completion of the shift, the caretaker informs the 
VMO of any health animal concerns. If there are any cases which require immediate 
attention, the caretaker contacts the VMO immediately on the weekends for further 
instruction. 


Investigators may also contact the VMO with any health concerns noted in their 
t colony. 


: The veterinary staff performs rounds routinely. The room check list is updated daily 
by the caretaker. 
| 


If illnesses are noted in rabbits or hamsters, the VMO is informed immediately. The 
animals are examined and treatment is performed as necessary. Entries are placed in 
the individual animal records. 


b. Describe methods of communication between the animal care staff and 
veterinary staff and the researcher(s) regarding ill animals. 


The animal care staff, facility supervisor, and veterinarian communicate daily. The 
VMO and VMU facility supervisor are in contact after hours and on weekends as well. 
The VMU management staff is readily available 7 days a week. The communication 
with the researchers is carried out directly and by phone and email. 

Animal caretakers tag cages with health surveillance reports when they observe any 
clinical problems with the animals. Animal caretakers email this information to 
researchers along with treatments as designated by standing orders. If an emergent 
clinical problem is observed by the staff, they contact the VMO or supervisory staff 
directly to ensure that the animal is assessed immediately and the information is 
communicated to the researcher. On weekends and holidays the animal care staff 
contacts the VMO or designee daily and provides a status report regarding the facility 
that includes animal issues as well as facility issues. If any problems arise then the 
VMO or her designee will determine the next appropriate step to address the issues. 


c. Describe the preventive medicine and health management/monitoring programs 
(e.g., physical examination, TB testing, vaccination, hoof/nail trimming, teeth 
cleaning/floating, vendor surveillance, use of sentinel animals) for each species. 


The preventive medicine program for mice, rats and hamsters is based on the use of 
approved vendors, rodent health surveillance, quarantine procedures, effective 
husbandry practices and continuous medical surveillance by animal care and 
veterinary staff. Rodents are obtained from commercial vendors whose health 
surveillance reports are reviewed and approved by the VMO or VMU supervisor 
before any order is placed. In addition to the use of approved vendors and a rigorous 
quarantine program for mice from non-commercial sources, a VMU health 
surveillance program monitors the health status of the mice, rat, and hamster 
populations. The health surveillance program includes the use of sentinel mice, rats 

! and hamsters that are exposed to dirty bedding of the experimental animals, testing 
| of the colony animals, and testing of the environment when indicated. The 
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health surveillance program is based on serological and PCR testing of sentinel mice, 
| rats, and colony animals every 3-4 months. Necropsies are also performed twice 

| yearly and tissues are submitted for histopathology when deemed necessary by the 
| VMO. 


| When mice are requested from a non-commercial source the VMO reviews 1-2 years 
| of health surveillance reports from the importing institution and 

requires additional testing when appropriate prior to shipment. The mice will then 

| undergo a 5 week quarantine where they undergo prophylactic treatments. Once 
the quarantine process is complete the animals will be allowed into the general 
housing area. On rare occasions mice may reside in quarantine permanently or until 
| they can be re-derived. We do not receive rats or hamsters from non-commercial 

| sources. 


| Rabbits are obtained from a single vendor and the vendor reports are reviewed by 
i the VMO prior to approval of the order. All animals are examined on arrival by 
| animal care staff and their general health, nails etc. are assessed. Rabbits are 
brushed frequently and monthly the rabbits are weighed and their teeth 
and nails and checked. The appetite and nature of the stool are assessed on a daily 
basis and if there are any health concerns the VMO is contacted. The VMO and 


supervisory staff conduct rounds frequently of the entire facility. 


2. Emergency Care [Guide, p. 114] 


a. Describe the procedures to ensure that emergency veterinary care is 
continuously available for animals during and outside of regular work hours, 
including access to drugs or other therapeutics and equipment. 


| VMU personnel are present every day of the week including weekends and holidays. 

| The animals are observed daily and the required husbandry care is provided that 

includes assuring the adequacy of food, water etc. for all of the animals. Each animal 

| room is checked for temperature and humidity. Every room has a checklist, 

| maximum/minimum thermometer and a hygrometer that must be checked daily. A 

| veterinarian is on call every day of the year. Animal care staff have the emergency 
contact information for the VMO or her designee, VMU supervisor and Lead Animal 

| Caretaker. If an animal emergency arises animal care staff will contact them and they 


i will determine the next step. The VMO’s phone number is also posted in the VMU. 


b. Describe the authority of the Attending Veterinarian or his/her designee relative 
to the emergency treatment of animals in the program. 
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The VMO has full authority to treat animals as does the VMU Supervisor and Animal 
Health Technician in concert with the VMO. 


3. Clinical Record Keeping [Guide, p. 115] 


a. Describe the procedure for maintaining medical records and documenting 
treatment of ill animals including: clinical laboratory findings, diagnoses, 
treatments, medical progress records, etc. Identify the species for which 
individual records are maintained and where such records are kept. 


Individual medical and anesthetic records are maintained for all rabbits. These 
records are maintained by VMU veterinary staff and are maintained in (J). Rabbit 
records may also be kept in the rabbit housing room or the office of the VMO or 

Facility Supervisor. No rabbits have been housed in the VMU in the last three years. 


Rodent health cards are kept by the VMO or VMU Facility Supervisor. Treatments and 
veterinary checks are recorded on the health cards. The health reporting will begin to 
be logged in the A-Tunes software within the calendar year. 


Post operative records are kept in the housing room for current animals housed in the 
VMU or in the research laboratory for animals no longer housed in the VMU. These 
records are reviewed by the IACUC during the semi-annual inspection. 


b. Identify individual(s) (titles, not necessarily names) responsible for maintaining 
such records and identify where the records are maintained and who, including 
the IACUC/OB has access to the records. 


Health records are kept in QQ. Post operative records for animals 
currently housed in the VMU are kept in the housing rooms. Post-operative records 

(with the exception of rabbit post operative records) are kept in the laboratories after 
animals are no longer housed in the VMU. 


The following positions have access to the records: 
Veterinary Medical Officer 

Animal Health Technician 

Facility Supervisor 
Animal Caretakers 
IACUC members 
Institutional Official 
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c. Describe the role of the Attending Veterinarian in recordkeeping. 


The VMO also serves as the Attending Veterinarian and oversees the process 
described above. 


4. Diagnostic Resources. Describe available diagnostic methods used in the 
program including: 


a. In-house diagnostic laboratory capabilities. 


The VMU has limited diagnostic capabilities. Other than microscopic examination, no 
other in house diagnostics are available. Pelt and direct cecal examinations, tape 


tests, and fur plucks may be performed in-house. 


b. Commercially provided diagnostic laboratory services. 


We primarily use the services of Idexx Bioresearch Laboratories and rarely UC Davis 
Comparative Pathology Laboratories and Simonsen Laboratories. 


c. Necropsy facilities and histopathology capabilities. 


Gross necropsies can be performed in((I(). Tissues can be submitted to an outside 
diagnostic lab for histopathology. 


d. Radiology and other imaging capabilities. J | 


A Xenogen imaging unit is located in{GT1@) . Ultrasound machines for use in 
mice and rats are also located in{(i@ . Arodent DXA machine has been 
purchased for use in room ; 


5. Drug Storage and Control 


a. Describe the purchase and storage of controlled and non-controlled drugs. 


The VMU orders controlled substances under the DEA license of the hospital. The VA 
Pharmacy places the order for controlled substances. Controlled substances are kept 
in the VA pharmacy vault until it is picked up by the VMU veterinary staff, when it is 
“checked out” to the VMU. The drugs are stored in a double lock box in QJ). The 
VMU follows the VA pharmacy guidelines for record keeping, and these documents 
are subject to random monthly audits by VA pharmacy personnel. 


If controlled substances are prepared for ACORPs, the drug is stored in a double lock 
box in the research lab. 


Expired and excess controlled drugs are brought to the veterinary staff and discarded 
into a controlled substance pharmaceutical waste bin. 


Non-controlled drugs are requested by the veterinary staff, and the drugs are ordered 
by the purchasing department in PAVIR. Non-controlled drugs are stored in ((Y(@). 


Investigators are responsible for ordering and maintaining research related drugs. 


b. Describe record keeping procedures for controlled substances. 


A local policy exists that governs controlled substance ordering, storage and 
documentation of use in research labs. The pickup and use of the controlled 
substances are documented on the pharmacy “green sheets.” Information required 
on the green sheet is the ACORP number, Pl, and personnel receiving the drug as well 
as the volume administered and species. The VMU cannot order outside of the VA 
pharmacy and is not allowed to maintain records separate from the pharmacy record 
keeping system. Pharmacy green sheets are reviewed at least monthly by pharmacy 
personnel. Additionally, an audit is performed at random once monthly by VA 
compliance personnel. 


The drug and supply inventory of the VMU is checked for expiration dates on an 
ongoing basis. Any drugs or supplies that expire are removed from circulation and 
either discarded, or if controlled returned to the pharmacy vault for destruction. In an 


effort to track expiration dates color coded semi-transparent dots are assigned a 
year of expiration. In the dot will be written the month the drug/supply expires. The 
dot is affixed to the box or bottle and arranged so that they are easily seen by staff. 
During the IACUC semi-annual and SRS inspections of laboratories, the inventory of 
drugs is reviewed and if expired drugs are found personnel are instructed to remove 
the expired drugs from their inventory. Investigators are instructed that the use of 
expired drugs/supplies is not allowed. Each research controlled drug areas is 


inspected monthly by the VA pharmacy. An SOP describing the proper use of drugs 
and supplies in research animals is in place. 


D. Surgery [Guide, pp. 115-123] 


1. Pre-Surgical Planning [Guide, p. 116] 
Describe the process(es) used to ensure adequate pre-surgical planning, including: 
identifying personnel; locating equipment, supplies, veterinary involvement for 
selecting analgesic and anesthetic agents and facilities; planning; and pre- and post- 
operative care. 


The VMO, VMU Supervisor and investigator are involved in the planning of surgical 
procedures. The initial stage of planning occurs during the veterinary consult and 
protocol review process and continues prior to final scheduling. Planning for large 
animal surgical projects as well as rodent studies is accomplished by discussions 
between the investigator staff and the veterinary staff. Planning sessions take 
place prior to the initiation of the project and during the protocol development and 
scheduling process. The choice of appropriate animal models, anesthetic and analgesic 
needs, personnel requirements, and post-operative care are planned with the VMO and 
the VMU Supervisor. Details concerning instruments, expendable supplies, pack 
composition and other requirements are also discussed in consultation with the 
veterinary staff. Survival surgeries must occur in the VMU surgical procedure rooms. 


2. Surgical Facilities [Guide, pp. 116-117, 144-145] 
List building name(s) and room number(s) or other locations (coded, if confidential) 
where surgical procedures are performed. For each, describe: 
e the type of species (including rodents, fish, agricultural species, etc.) 
e nature of procedure(s) (major/minor/emergency, survival and non-survival, 
etc.) 
e the amount of use [heavy (daily), moderate (weekly), or light] 
e major surgical support equipment available (gas anesthesia machines, 
respirators, surgical lights, etc.) 
e facilities for aseptic surgery, surgical support, animal preparation, surgeon’s 
scrub, operating room, and postoperative recovery 
e consiruction features of the operating room(s), including interior surfaces, 
ventilation, lighting, and fixed equipment used to support surgical procedures 
and other means of enhancing contamination conirol 


Note: If preferred, the information requested in this section may be provided in 
Table. 


All survival surgeries are performed in(i@) (VMU) 


Major and minor, survival and non-survival surgical procedures on mice are performed in 


(b)(6) . These rooms are used on a daily basis. Surgical lights 
| are available in (|G iE is a surgical procedure room used for | 
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injection of human cell lines or viruses that do not require injection under a biosafety 
cabinet (per the approved APB) 


Surgical procedures on rats are performed in @@) is used ona 
daily basis. (GG) is used on a weekly basis. Surgical lights are available in Q@) 


Warming devices are available in all surgery rooms for heat support during anesthesia 
and post-operatively. Alcohol and Betadine for sterile preparation is available outside of 
the surgical suites. Isoflurane anesthetic machines are available in all surgical rooms. 
Procedure tables allow a separate area for preparation and surgery. 


A surgeon’s scrub sink is located in the hallway for investigator use. 


(b)(6) have poured epoxy floors with walls composed of fiberglass 


reinforced plastic. Other surgical rooms are finished with poured epoxy floors and epoxy 
walls. 


The VMU does not have surgical space currently dedicated for hamsters, rabbits, or 
tadpoles. However, should the need arise, a surgery room will be dedicated to the 
species. 


Support equipment for rodents consists of precision vaporizers, fluid warner, and warm 
water blankets. Sanitizable tables are in place in the surgery room with surgical lights 
available. 


Researchers are trained to clean the surgical areas with MB-10 prior to and after 
completing surgery. 


3. Surgical Procedures [Guide, pp. 117-118] 


a. Describe the criteria used to differentiate major from minor survival surgery, 
including classification for certain procedures (e.g., laparoscopic technique). 


Major surgical procedures are those procedures that penetrate a body cavity and/or 
may be associated with functional deficits or serious post-operative morbidity. Minor 
surgical procedures are those procedures that involve short term anesthesia and are 
mildly invasive surgeries, i.e. placement of peripheral catheters, subcutaneous drug 
delivery devices etc. 


b. How is non-survival surgery defined? 


A non-survival surgery is one in which the animal does not recover and is humanely 
euthanized at the end of the procedure. 


4. Aseptic Technique [Guide, pp. 118-119] 


a. Describe procedures, equipment, and protective clothing used for aseptic 
surgery. Include patient and surgeon preparation. 


All survival surgery occurs in the VMU. The vast majority of all surgical procedures 
including terminal surgeries are carried out in the VMU either in the surgical suite, 
procedure rooms or necropsy. No protocols are currently approved that allow for 
survival surgery in a laboratory setting. 


Aseptic technique requires the surgeon to wash their hands and to don a clean gown, 
hair bonnet, mask and gloves. Adequate preparation and disinfection of the surgical 
site is required. The surgical area should be clipped, and alternating betadine and 
alcohol must be used to disinfect the surgical site. Researchers also use a sterile drape 
when possible. Investigators may use “tips technique” for rodent surgery but 
instruments must be initially autoclaved. A hot bead sterilizer is available for use for 
sterilizing instrument tips between animals. 


Researchers performing surgery in rodents may also use aseptic technique utilizing 
sterile gloves and a newly autoclaved set of instruments for each surgery. 


Researchers performing surgeries in rabbits are expected to complete a surgical scrub 
at the scrub sink located in the corridor outside of (QI and then don sterile 
surgical attire. The surgical site is clipped and alternating betadine and alcohol are 
used to disinfect the site. Sterile gloves and a newly autoclaved set of instruments 
must be used for each surgery. 


b. Describe methods used to sterilize instruments and protective clothing, including 
a description of approved liquid sterilants and instrument exposure time(s) 
required for each, if applicable. 


Instruments are hand washed then autoclaved in sterile packs with indicator tapes to 
assure adequate sterility. Disposable sterile drapes and gowns as well as cloth 
reusable gowns and drapes are used. Cloth gowns and drape packs are sterilized in 
the autoclave. A hot bead sterilizer is used to sterilize the tips of surgical instruments 
during multiple rodent surgeries. No liquid sterilants are currently in use. 
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c. Describe methods for instrument re-sterilization between serial surgeries. 


Instruments are re-sterilized using a hot bead sterilizer for most rodent surgeries. 
“Tips technique” is used. 

Some surgeries utilize sterile gloves and a new set of autoclaved instruments for each 
animal. 


d. Indicate how effectiveness of sterilization is monitored. 


Instruments are autoclaved prior to surgery and placed in a hot bead sterilizer 
between surgeries in rodent surgical procedures. Some rodent surgical procedures 
require use of a new sterile pack and sterile gloves for each surgery. Researchers are 
trained to monitor the color change on sterile packs. If there is no indication of color 
change, instruments must be re-autoclaved. Researchers are also instructed to clean 
all organic debris off of instruments in between surgical procedures and prior to 
placing in the hot bead sterilizer. 


e. Describe surgical support functions provided by the program to investigators. 


The veterinary staff provides support in the areas of anesthesia, pre- and post- 
operative care, surgical assistance and surgical planning. The VMU also provides 
anesthetic and surgical equipment that is available as part of the shared use of the 
procedure rooms and surgical suite. The VMU provides standard anesthetic and 
analgesic medications as well as clinical supplies as needed. The VMU also provides 
aseptic technique training and suturing/surgical training. The veterinary staff also 
performs post-operative monitoring on surgical procedures. 


Intraoperative Monitoring [Guide, p. 119] 

Describe monitoring and recording requiremenis for each species, including the type 
of record(s) maintained. Also note monitoring of anesthesia during non-survival 
procedures. 


Animals that undergo anesthesia are required to be monitored irrespective of the length 
of the procedure or whether it is survival or terminal. Personnel are expected to 
continuously monitor animals under anesthesia, and assess the anesthetic level of the 
animals at least every 15 minutes or if change in respiration or other parameters are 
noted. An anesthetic record is maintained for all non-rodent mammals and any rodents 
who may undergo an extended anesthetic procedure may require anesthetic records. 
Recording of anesthesia of animals during all procedures is encouraged, and anesthetic 
logs are available in the VMU for use. The veterinary staff provides anesthetic support for 
the non-rodent mammal surgeries and provides oversight to any extended rodent 
surgical procedures. During the post approval monitoring aspect of the IACUC semi- 


| annual review, personnel are interviewed about any surgical procedures and the inquiries 
| include questions on the intraoperative monitoring of the animals. 
H 


6. Postoperative Care [Guide, pp. 119-120] 
Describe the postoperative care program, including who is responsible for 
overseeing and providing the care, types of records maintained (e.g., perioperative), 
where the records are maintained, etc. 


| Post-operative care is provided for by designated research personnel. Post-operative 
| records are completed and analgesia and post operative monitoring are recorded. 

| Records are maintained in the housing rooms for animals that are currently in the VMU. If 
| animals are no longer housed in the VMU, the post-operative records are kept in the 

| laboratories. 


E. Pain and Distress [Guide, pp. 120-121] 


1. Describe how and by whom pain and distress are assessed. 


Expected levels of pain and distress are reviewed and categorized during the required 
VMO review, the IACUC review process and prior to the protocol receiving IACUC 
approval. Researchers must record the pain/distress category when terminating cage 
cards in ticklab. The use of post-operative analgesia is required unless scientific 
justification is provided by the investigator and is approved by the IACUC. Pain category 
assignment is a key topic in IACUC deliberations and during protocol review the IACUC 
reaches a consensus on the appropriate category for each procedure. It is the IACUC 
determined category that is approved for the project. Investigators are always welcome 
to attend IACUC meeting to provide their input on all aspects of their protocols including 
the assessment of pain categories. 


At the time of protocol review the IACUC reviews the criteria for humane endpoints as 
presented by the investigator. The determination of humane endpoints is a key aspect of 
IACUC deliberations and during these discussions a consensus is reached regarding any 
refinement of endpoints that support the highest level of animal welfare. If a protocol has 
strong documented scientific justification but also has the potential to cause pain and 
distress, the IACUC will require additional review in the form of an additional alternative 
search, pilot studies with a limited number of animals, reconsideration of the proposed 
humane endpoints, VMO/Animal Health Technician observation of the procedure and 
periodic progress updates from the PI to the IACUC. Specific humane endpoint criteria 
parameters may be lack of normal movements and behavior, weight loss, ruffled hair coat 
and inappetence. For studies involving induction of tumors, specific tumor sizes and signs 
such as necrosis and bleeding at the tumor site are end point indicators. For chronic 
studies investigators may be requested to track and document animal weights and to use 
percentage of weight loss as an indication of distress. The IACUC views any weight loss 
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percentage greater than 10% as stressful in most cases. An exception to the 10% weight 
loss would require scientific justification. In addition, animal caretakers are responsible 
for observing the animals daily and reporting any health concerns to the veterinary staff. 
The veterinary staff will then examine the animal and inform the research staff. The VA 
IACUC has adopted the Stanford University APLAC Guidelines regarding endpoint 
monitoring and humane termination. 


Pain and distress post-operatively is assessed by the researcher designated in the ACORP. 


2. Describe training programs for personnel responsible for monitoring animal well- 


being, including species-specific behavioral manifestations as indicators of pain and 
distress. 


Personnel performing surgeries are required to complete an Aseptic Technique Seminar 
through the VMU or the Veterinary Service Center in the Department of Comparative 
Medicine, Stanford University. The VMO has reviewed the course offered at Stanford 
University and considers the material to be equivalent to that offered at the VMU 
VAPAHCS. Pain and distress is emphasized during the Rodent Aseptic Technique Seminar. 
Animals are assessed for both the display of pain behaviors (ex: belly pressing, back 
arching, grimace scale) as well as the loss of normal behaviors (lack of nest consolidation, 
grooming, eating, drinking). Researchers must assess the animals at the times indicated in 
the ACORP as well as after analgesics are expected to no longer be at therapeutic levels 
to confirm that no additional analgesics are required. 


Additionally, a seminar reviewing pain/distress is offered routinely by the VMO. All new 
researchers are encouraged to attend this course. 


F. Anesthesia and Analgesia [Guide, pp. 121-123] 


1. List the agents used for each species. 


Note: \f preferred, this information may be provided in Table or additional Appendix. 


Rats: 

Anesthetics: 
Isoflurane 
Ketamine/Xylazine 
Sodium Pentobarbital 


Analgesics: 
Buprenorphine HCl 
Buprenporphine-SR 
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Mice: 

i Anesthetics: 

| Isoflurane 
i i Ketamine/Xylazine 
Avertin 
Bupivicaine 
Proparacaine 
Topical lidocaine cream 3-5% 
: Sodium Pentobarbital 
(Reversal agent: Atipamezole) 
| 
| 


Analgesics: 
Buprenorphine HCl 
Buprenorphine-SR 
Meloxicam 
Carprofen 


Hamsters: 
Anesthetics: 
Isoflurane 


2. Describe how the veterinarian provides guidance and advice to researchers 
concerning choice and use of anesthetics, analgesics or other pain moderating 
methods. 


The VMO provides guidance during the required veterinary consult, the protocol review 
process, through personal consultation when observing a procedure, during training 
sessions, and upon investigator request. The VMO is consulted when a change in 
anesthetic regime is required for experimental reasons. If veterinary staff observations 
indicate a need for a change in an anesthetic or analgesic regime, the VMO will be 
contacted to work with the investigators to determine the most effective drug usage. 
IACUC guidelines for use of anesthetics and analgesics have been developed as a resource 
for investigators and additional references are available in the VMU library. The VMO will 
consult with other veterinary specialists when required to provide needed information for 
the investigators and will observe procedures if indicated to assure adequacy of 
anesthesia. 


3. Describe the monitoring of the effectiveness of analgesics, including who does the 
monitoring. Include in the description any non-pharmacologic means used to 
diminish pain and distress. 


92 


8/16 
097 


Researchers designated in the ACORP are required to observe post-operative animals at 
frequencies indicated in the ACORP. Researchers using sustained release formulations of 
buprenorphine are required to monitor animals at least daily for the number of days pain 
may be expected from the surgical procedure to confirm that no signs of pain/distress are 
present. If any signs of pain/distress are present, researchers must contact veterinary 
staff to discuss additional analgesics. Researchers using non-sustained release 
formulations must check animals at least every 8-12 hours for the initial dosing regimen 
of analgesics. They must check animals when the last required dose of analgesics are 
expected to no longer provide therapeutic plasma levels to determine whether additional 
analgesics are required. 


eeeenecensenesenensennernenee renee sere seen en eee ee eee EP OMe Tere ee ree 


Veterinary staff also monitors post-operative animals during frequent walk-throughs of 
the facility. If any animals appear to be in pain/distress, researchers are contacted for 
additional care and changes to the ACORP are made if necessary. 

| Animals are provided food or DietGel foods on the cage floor to provide easy access to 
food/hydration. Animals are recovered on a warm waiter blanket, and warm SQ fluids can 
also be provided if necessary. Depending on the surgery, animals may be kept on 
Diamond Dry bedding. 


4. Describe how the veterinarian(s) and the IACUC/OB evaluate the proposed use of 
neuromuscular blocking agent to ensure the well-being of the animal. 


There are no approved protocols that use neuromuscular blocking agents. In the event 
that their use was proposed the IACUC would require strong scientific justification, a 

description of alternatives and parameters that would be measured and documented to 
assure that the animal was adequately anesthetized during the procedure. 


5. Describe policies and practices for maintaining and ensuring function of equipment 
used for anesthesia. 


| All anesthetic equipment is covered by a service contract with Vet-Equip. The equipment 
| is serviced annually. The contract includes anesthetic machines that are located in 
i research labs. 


| 


G. Euthanasia [Guide, pp. 123-124] 


1. Describe approved methods of euthanasia, including humane slaughter (for 
additional guidance, see pertinent AAALAC Reference Resources). Include: 
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e consideration of species, age, condition (e.g., gestational period, or neonatal) 
and 
e location(s) for the conduct of the procedure. 
Note: |f preferred, this information may be provided in Table or additional Appendix. 


Methods for Each Species Rodents — 

Mice: Methods of euthanasia in mice include CO2 euthanasia (10-30% fill rate) or 
barbiturate overdose IP followed by cervical dislocation or harvest of vital organs. 
Additional methods include cervical dislocation, vital organ harvest, or exsanguination 
under a deep surgical plan (ketamine/xylazine, avertin, or isoflurane inhalation). 
Neonatal Mice are decapitated by sharp surgical scissors. 


Rats: Methods of euthanasia of rats include CO2 euthanasia (10-30% fill rate) or 
barbiturate overdose IP followed by bilateral thorocatomy. Additional methods include 
bilateral thoracotomy, exsanguination, or harvest of vital organs under a deep surgical 
plane (ketamine/xylazine, avertin, or isoflurane inhalation). 


Hamsters: Methods of euthanasia of hamsters include CO2 euthanasia (10-30% fill rate) 
or barbiturate overdose IP followed by bilateral thorocatomy. Additional methods include 
bilateral thoracotomy, exsanguination, or harvest of vital organs under a deep surgical 
plane (ketamine/xylazine, avertin, or isoflurane inhalation). 

Tadpoles: Tadpoles are euthanized via overdose of MS-222 and decapitation as a 
secondary means. 


Rabbits - Overdose of IV barbiturates followed by bilateral thoracotomy. 
Methods of euthanasia comply with the 2013 Report of the AVMA Panel on Euthanasia. 


Euthanasia is performed by VMU personnel upon request, or by trained research 
personnel. 


2. Describe policies and practices for maintaining and ensuring function of equipment 
used for euthanasia. 


Scissors are sharpened monthly or are replaced. The VMU maintains a pair of scissors for 
decapitation of pups in the necropsy room that are replaced on a monthly basis or more 
often as needed (evaluated by the VMO or AHT). The VMU maintains a regulated CO2 

tank in (JG) that is used for rodent euthanasia. 


3. Describe the methods used to confirm death of an animal. 


dislocation, thoracotomy, exsanguination or perfusion depending upon the species and 
the approved protocol. Neonates may be decapitated by scissors without anesthesia due 
to the documented ineffectiveness of CO2 as an anesthetic agent during their stage of 
development. ee 


iV. Physical Plant [Guide, pp. 133-155] 


A. Facilities Overview 
Provide a brief introduction to the animal housing and use facilities. Note that this 
overview should augment the information provided in Appendix 2 (Summary of Animal 
Housing and Support Sites), which includes area, average daily census, and person 
responsible for each site. Please use consistent terminology for the 
buildings/areas/sites described in the Location section of the Appendix. Please do not 
repeat information, but supplement the descriptions provided elsewhere to assist the 
reviewers understanding of the interaction between facilities, special housing locations, 
and separate procedural areas. 


The centralized animal facility is located in {G@ and is comprised of an |G. 
The VMO has facility and programmatic oversight for the entire area. is 
approximately (Q)@ME sq feet with an average daily census of 20,000 rodents. Animals in 
radioactive studies may be housed in (QI) overnight. 


B. Centralized (Centrally-Managed) Animal Facility(ies) 
In this section, describe each centralized or centrally-managed animal housing and use 
facility. Include in Appendix 3 the floor plans of each on 8.5” x 11” or A4 paper. Ensure 
that the drawings are legible and the use of each room is indicated (animal housing, 
procedure room, clean cage storage, hazardous waste storage, etc.). Note that a 
separate section for describing “satellite housing areas” is included below. 


Separately describe each Location or Animal Facility, addressing each of the features 
outlined below (1-8). A complete description of each must be provided; however, 
common features among locations or facilities may be indicated as such and do not 
need to be repeated. 


1. General arrangement of the animal facilities (conventional, clean/dirty corridor, etc.). 

2. Physical relationship of the animal facilities to the research laboratories where 
animals may be used. 

3. Types of available animal housing spaces used, such as conventional, barrier, 
isolation/quarantine, hazard containment (infectious, radioactive, chemical), “animal 
cubicles” or facilities specifically designed for housing certain species such as 
ponds, pasiures, feedlois, etc. 
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4. Finishes used throughout the animal facility for floors, walls, ceilings, doors, 


alleyways, gates, etc. (note any areas that are not easily sanitized and describe how 
these are maintained). 


5. Engineering features (design, layout, special HVAC systems, noting exhaust air 


treatment, if applicable) used in hazardous agent containment. 


6. Security features, such as control of entry, perimeter fences, gates, entryways, 


cameras, guards; identify and describe exceptions for individual facilities or areas 
incorporating fewer or additional security features than the general features 
described. 


7. Consideration for facilities with exterior windows, if applicable, including 


management of environmental conditions (i.e., temperature and photoperiod control) 
and potential security risks. 


8. Storage areas for flammable or hazardous agents and maierials (e.g., disinfectants, 


cage-washing chemicals, pesticides, fuel). 


(b)(6) is a conventional facility with quarantine and ABSL2 areas. A gnotobiotic room is 
located on the (QR. Areas designated [Gy are also located on the GG 

Increased PPE is required for the gnotobiotic room. The gnotobiotic room must be the first 
room to be entered. If personnel have entered other housing rooms prior to entering the 
gnotobiotic room, a wet shower is required. 


Research Laboratories are located in buildings less than % a mile away on campus. Animals 
can be brought to laboratories for terminal procedures such as euthanasia for tissue harvest 
or for perfusion. A microCT is located at the{)](@agj Center at Stanford, which is less than 1.5 
miles from campus (less than 10 minute drive). Animals brought to the @IGMI Center at 
Stanford University are transported by vehicle. The transportation method is described in the 
Animal Transportation SOP. Animals must be housed in ABSL2 upon return. A DXA machine is 
located in a separate building from (@]@ MM. Animals brought to the DXA machine must be 
returned to a((jI@) 


A microCT and DXA machine will be provided in the vivarium in the new building. 
Additionally, a DXA machine has been purchased for placement in the current VMU. It is 
expected to arrive around August 2018. 


has several types of housing spaces. Barrier and conventional housing rooms are 
available on the QQ rooms are located on the (|G rooms are 
designated as such because their health status is not as clean as other conventional rooms. 
One quarantine room is available. Two ABSL2’s room are also available. G@y an ABSL2 
room, also has two animal cubicles to allow housing of animals with different bio-hazardous 
agents. Animals which have been exposed to radioactive materials are kept in the laboratory 
tal b)(6) until euthanasia. 
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Finishes in the VMU include epoxy paint on the walls and poured epoxy floors. Ceilings in 
animal rooms are finished with epoxy paint. Administrative areas, corridors, and (Q{@) and 
have drop down ceilings. Drop down ceilings are made of waterproof materials and 

cleaned monthly with a wet mop. 


Housing containing ABSL2 animals contains two cubicles. The airflow of the cubicles are 
checked annually by an outside contractor. Rooms containing ABSL2 animals have a negative 
relative pressure. All exhaust from the VMU is HEPA filtered. 


Security features: Entry to (Q1@) is controlled with badge access. To have badge access 
to the VMU, users must have completed CITI training and all VA paperwork. Security cameras 
are present at all entries/exits to the VMU as well as (Q)I@J. Federal police officers walk the 


perimeter and walk through G1@ at least daily. If any suspicious activity is reported, VA 
Police will increase the monitoring of the area. 


Housing rooms do not have any exterior windows. Exterior windows are present in the offices 


(b)(6) . If entry into the exterior window occurs, security cameras will capture 
images of anyone leaving the office. 


Flammable agents are kept in QJ) in a flammable cabinet. Chemicals, such as disinfectants, 
are kept in separate secondary containers. Bio-hazardous waste is kept in closed barrels in 

Discarded bedding containing trace chemicals are kept in {@J@ in closed containers. No 
other hazardous agents are kept in 


C. Satellite Animal Housing Facilities 


In addition to the Appendices summarizing Heating, Ventilation, and Air-Conditioning 
(Appendix 11) and Lighting Systems (Appendix 16), summarize animal housing areas 
that are not centrally-managed or maintained in (Appendix 17), “Satellite Animal 
Housing Areas.” 


1. Describe the criteria used to determine/define a “Satellite Animal Housing Area,” 
which may include remote housing facilities or laboratories temporarily or 
consistently housing animals. 


VAPAHCS does not house any animals greater than 12 hours outside of the VMU. Thus, 
we do not have any satellite animal housing areas. 


2. Describe the process used by the IACUC/OB to authorize, provide oversight of, and 
ensure compliance with Guide standards for the housing of animals outside of 
centrally-maintained facilities. Include a description of Attending Veterinarian access 
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and physical security. 


Should the VAPAHCS allow housing of animals outside of the VMU, the IACUC will require 
strong scientific or safety justification. The IACUC will be required to inspect areas, which 
may serve as housing outside of the centrally maintained facilities, initially before the 
start of housing outside of the VMU and at each semi-annual inspection. Shall animals be 
housed outside of the VMU, a “door sheet” similar to that for housing rooms in the VMU 
will be required. The Attending Veterinarian has access to all areas to which animals may 
be housed or on which procedures may be performed on animals. Badge access is 
required for all areas. 


D. Emergency Power and Life Support Systems 
Note: Complete a Heating, Ventilation, and Air-Conditioning (HVAC) Summary 
(Appendix 11) and Lighting Summary (Appendix 16) for each Location described in 
the Summary of Animal Housing and Support Sites (Appendix 2). 


1. Power [Guide, p. 141] 

For each Location, Centralized Animal Facility, and Satellite Housing Facility, 

provide a brief description of the following: 

e Availability of emergency power and if so, what electrical services and equipment 
are maintained in the event the primary power source fails. 

e History of power failures, noting frequency, duration, and, if emergency power 
was not available, steps taken to ensure the comfort and well-being of the 
animals present and the temperature extremes reached in animal rooms during 
the failure. 


has two 4160 back up generators that serve the north side campus and 
come online in 10 seconds. The A/C and adjacent chiller outside in the rear of the 
building is also on emergency power. The generator is tested with full load every 
30 days and without load once a week. In the event of a power failure the HVAC 
and lighting for the animal rooms are backed up or @]@ygj and the HVAC and 
lighting in the hallways are backed up for GQ Animal rooms in @]G@yy have 


emergency sockets available that are backed up by the generator so that 
ventilated racks maintain power during a power outage. In animal rooms in @@ yy 
in which the lighting is not backed up by the generator, bouy lights are provided 
that maintain proper illumination for the animals. Portable heating and cooling 
units are available in the animal facility. — - 


We have never had an unscheduled outage in the last 10 years 


2. Other System Malfunctions. If not previously reported, describe animal losses or 
health problems resulting from power, HVAC, or other life support system (e.g., 
individually ventilated cages) failures, and mechanisms for reporting such 
incidences. AAALAC International Rules of Accreditation (Section 2.7). 
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We have not had any animal losses or health problems resulting from power, HVAC, or 
other life support systems failure. Shall such a loss or health problem result incidences 
are reported to the IACUC and VMO for mitigation. 


E. Other Facilities [Guide, pp. 144, 150] 


1. Other Animal Use Facilities [Guide, pp. 146-150] 
Describe other facilities such as imaging, irradiation, and core/shared behavioral 
laboratories or rooms. Include a description of decontamination and methods for 
preventing cross-contamination in multi-species facilities. 


Irradiation: An X-RAD 320 cabinet x-ray generator is located in room @@y 
Animals are transported into the room in their home cage. For whole body 
irradiation, awake animals can be irradiated in their home cage, or they can be 
anesthetized and placed into an irradiation pie cage. For irradiation of specific 
body parts (e.g. cranial irradiation or hindlimb irradiation), animals are 
anesthetized and placed in specially designed devices, composed of an acrylic box 
and lead shield, so that only the target area are exposed to irradiation. The 
irradiation pie cage or other irradiation devices are made of chemical resistant 
acrylics. Lead shields fabricated in various shapes to accommodate the desired 
exposure area are painted with chemical resistant paints. Both the acrylic 
containers and lead shields are washed with mild soap and water after each use 
and disinfect with 70% ethanol. The irradiation platform is wiped cleaned with 
water and 70% ethanol. Irradiated animals either return to their regular housing 
room, or are housed in[(Q@J@j The room is swept and mopped at least weekly. The 
ceilings and walls are cleaned monthly. 

Behavioral rooms: (|G EEE are used exclusively for behavioral 
studies of mice and rats. Behavioral testing devices, including various mazes and 
conditioning chambers, are cleaned and disinfected with water and 70% ethanol 
before and after each experiment and repeated between animals. Because 
commercial detergents or disinfectants can leave behind odors that can affect 
behavioral outcome, only water and 70% ethanol are used. High clean of the 
entire room is usually carried out after a period of heavy use, or when switching to 
a different species. During a high clean, electronic devices, including computers, 
video cameras, and conditioning chambers, are removed from the room. Mazes 
made with chemical resistant acrylics are cleaned with the room. We usually allow 
overnight for the room to dry up completely before moving all electronic devices 
back into the room. We also use the Bioquell Hydrogen Peroxide Vapor 
Decontamination system to disinfect the rooms if infection by excluded agents 
may be possible. The decontamination system is compatible with electronic 
devices. The floors are swept and mopped once a week. 
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2. Other Animal Program Support Facilities 
Describe other facilities providing animal care and use support, such as feedmills, 


diagnostic laboratories, abatioirs, etc. 


| Idexx BioResearch is an outside diagnostic service that provides health monitoring, 
i pathology, cell line authentication, and biological agent testing for excluded agents. The 
leadership team consists of veterinarians, PhD microbiologists, molecular biologists, and 


geneticists. 


According to the privacy principles on the protection of natural persons with regard to the processing of 
personal data and on the free movement of such data, we wish to advise you that the personal data in the 
Program Description will become part a permanent file owned by AAALAC International, and that can 
be shared with AAALAC International offices and representatives in order to perform an evaluation of 
the institution’s animal care and use program and provide accreditation services. The institution has the 
option of exercising rights of data access, rectification, cancellation, and opposition at: 
accredit@aaalac.org 
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Appendix 1: Glossary of Abbreviations and Acronyms 


Please provide a Table defining abbreviations and acronyms used in this Program Description. 


Abbreviation/Acronym : 


ABSL2/BSL2 
ACORP 
ACOS 
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Appendix 1: Glossary of Abbreviations and Acronyms 


oint of contact 
ersonal protective equipment 


epartment of Veterans Affairs 


eterans Affairs Palo Alto Health Care System 
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Appendix 2: Summary of Animal Housing and Support Sites 
Briefly summarize in the following Table the animal facility or facilities, noting the number of areas in which animals are housed 
(buildings, floors, farms, satellite housing facilities, etc.), the total square footage/metres (or acreage) for animal care and use, 
and the total square footage/metres (or acreage) for necessary support of the animal care and use program covered by this 
Description (water treatment plant/area if housing aquatic or amphibian species, cagewashing facilities, service corridors, etc. 
and additional areas to be considered are enumerated in the Guide). Detailed information for satellite housing facilities is 
requested in Appendix 17. Include only one line entry for satellite housing facilities in this table to provide the total square 
footage for all satellite housing areas listed in appendix 17. If more than one facility/site, note the approximate distance 
(yards/miles or meters/kilometers) to each facility from a reference point such as from the largest animal facility. A campus/site 
map (with a distance scale) may be included as an additional Appendix (Appendix 2.1) to provide this information. See 
Instructions, Addendum A - Animal Facility Square Footage/Meters Compilation Form for guidance in calculating the size of your 
animal care and use program. 


Animal Housing and Support Sites 
Approx. 


Approx. ft?, m?, 


Location Distance from | Approx. ft?, m2, Daily 
(building, site, farm | main facility” | or acreage for Or acleage tot Species housed Animal peleen charge 
name, etc.°) animal housing | SUPPort or Census by | Of site ' 
aia 3 | procedures | 


species 
82 frog sp 
1 hamster 
15288 mice 
176 rats 


Mouse, Rats, 
Tadpoles, Hamsters, 
Rabbits 


(b)(6) 


as | 
| 
eed 


Behavioral testing 


Surgical rooms 


Administrative space 


Restrooms, lockers 


Lounge Area 


Appendix 2: Summary of Animal Housing and Support Sites 
Animal Housing and Support Sites 
Approx. 
Daily 
Species housed Animal 
sees by 


Approx. ft?, m?, 
or acreage for 
support or 
procedures 


Location Distance from | Approx. ft?, m?, 
(building, site, farm | main facility” | or acreage for 
name, etc.*) animal housing 


Person in charge 


Procedure space (X- amaeiee VMO 
Rad) 


|Cage Wash Wash 


ae West | eed 
Storage 


“— —— 


Dedicated Loading VMO 
Dock 


Dedicated Elevator | | VMO_ 
|Procedure space | S| VMO_ 
ae Een er eee, 


Satellite Housing 
Facilities Total 
xpand in Table 17) 


Total animal housing and 
~ support space: 


(please specify ft? or m7) 


@Please state name and/or use acronyms described in Appendix 1 for building names, if not coded for confidentiality. 
5Campus or site map(s) may also be provided in lieu of this information. 


Appendix 3: Line Drawings 


Provide floor plans of each ceniralized animal housing facility. Plans should be provided on 8.5” x 11” or A4 paper. Ensure that 
the drawings are legible, including room numbers if used, and the use of each room is indicated (animal housing, procedure 
room, clean cage storage, hazardous waste siorage, eic.) either directly on the drawing or in a Key/Table. 
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EDICAL UNIT —- VAPAHCS 


(6) 
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Appendix 4: Organizational Chart(s) 


? Director eee 
a ahem haa a Thomas J. Fitzgerald, Ill 
1 
R&D Committee 


Chief of Staff 
Lawrence Leung, M.D. 


Scientific ee 
Review Veterinary Medical Officer Associate Chief of Staff, R&D 
Subcommittee (ENS) Philip Tsao, Ph.D. 


Subcommittee 
on Research 
Safety 


Animal 
Health 


Administrative Officer, R&D 
Kristin Frazier, J.D. 


Animal 
Caretakers 


IACUC Administrator R&D Project Manager 
Wid) 


Facility 
Supervisorgg 


Technician 
(b)(6) 


Institutional 
Biosafety 
Committee 


Institutional 
Animal Care & 
Use Committee 
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Appendix 5: Animal Usage 


In order to assist the site visitors in their evaluation of the animal care and use program, please provide the information 
requested below. Information should be provided for all animals approved for use in research, teaching or testing, including 
those which may be used or housed in laboratories outside the animal care facility. Of particular interest is information on those 
animals which are used in research projects involving recovery surgical procedures, behavioral or other testing requiring chairing 
or other forms of restraint, or exposure to potentially hazardous maierials. An alternate format is acceptable as long as the 
information requested is provided. 


(1) If applicable, please provide a description / definition of any pain/distress classification used within this Appendix in the space 
below. If pain/distress categories are not used, leave blank. 

(2) Survival Surgery (SS) \ 

(3) Multiple Survival Surgery (MSS) 

(4) Food or Fluid Regulation (FFR) 

(5) Prolonged Restraint (PR) 

(6) Hazardous Agent Use (HAU) 

(7) Non-Centralized Housing and/or Procedural Areas (NCA), i.e., use of live animals in any facility, room, or area that is not 
directly maintained or managed by the animal resources program, such as investigator laboratories, department-managed 
areas, teaching laboratories, etc. 

Pain/Distress Classification Description/Definition, if applicable: 


ee 


In the Table below, provide an approximate annual usage for all species: 


Animal Type or s 
Siacios Approximate Annual Use 


Tadpoles 1000 


Animal Type or 
Species 


Mice 
Rats 


Approximate Annual Use 


[Create additional rows by pressing TAB in the bottom-right box.] 
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3 
Principal Investigator {Species Animals Category iss sos imss)—sfFFR)—s[pR)sHAU NCA 
wmreyis | we ek | | ET 
ee ee ee ee 
hs ee ee 


Project Title |ACORP # 


( 


ea aa a 
ie a ee 
a ae eel a oa a 
a a es ee 
fee ee 


4875]B, C, D,E 


(b}(6) i 
(b){(6) i 
(b){(6) l 
(b)(6) fi 
(b){(6) : 
(b)(6) i 
(b}(6) : 
(b)(6) i 
(b)(6) i 
(b)(6) ; 
(b){(6) i 
(be) ; 


(b){(6) 


{b)(6) 
{b}(6) 
(b)(6) | 


(b}(6) 
(b)(6) 
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Total Number of | Pain & Distress Special Considerations 
Project Title ACORP # Principal Investigator Animals Category Iss ss |FFR_ OT fpR_ HAW [NCA 


(b)(6) 
(b)(6) | 
(b)(6) | 


OS) oes 
(b)(6) oe EPA | 
{b)(6) | 
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a 4 Total Number of | Pain & Distress Special Considerations 
Boo To ACORP # Principal Investigator__|Species Animals Category ss Mss ffFR_ [PR {HAUS [NCA 
SS cee SE 
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Total Number of | Pain & Distress Se A] 
Project Title JACORP# _| # Principal Investigator Animals Category 


(b)(6) ee 
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Appendix 5.1 - Biological Agents 


By 
(GBS 
(BS 
OT 
(OOS 
(OQ 
(OT 
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Appendix 5.1 - Biological Agents 


Hazard Level 


(CO 
extracellular matrix 


WM BS 
Or =< 
(MS 
ON) 
(BS 
human and rat cells (iPSC-CM, iPSC-EC) transduces with bioluminescence/fluorescence reporter 
fHumanTcells ST 
(OS 
WG 
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Appendix 5.1 - Biological Agents 
Hazard Level 


iM OO 
[El NY (EET ST 
MSAOD a a a ef UE 
BSLL 
BSLL 
(b)(4) BSL1 
BSL2 
lentivirus (pUbiquitin-Fluc-GFP) BSL2 


BSL1 
BSL1 
BSL1 
BSLi 
BSL1 
BSL1 
Ss 
BSL1 
BSL1 
BSL1 
BSL1 
BSL1 
BSL1 
BSL1 
BSL1 
BSL1 


Leukocyte populations 
LC Mouse Lung Tumor Cells 
Lymphocytes 


macrophages 
mast cells 
b)(4) 


ive] 


iB 


Monoclonal antibodies against (QZ) 
Monoclonal antibodies against various receptors 
mouse and human tumor lines (B16, TRAMP C2, 4T1, J558L, EMT6, U251X7, and GL261) 


noclonal antibody 
i 
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mouse smooth muscle cells or fibroblasts 
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OI ag 
plasma BS 
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Appendix 5.1 - Biological Agents 


Agents 
Plasmid DNA for hydrodynamic injection Gy) 
platelates 
regnant mares serum gonadotropin (PMSG) 
(bN(4) 

(b)(4) 
purified leukocyte 
Purified sterile bone marrow cells 
by) 
urified sterile human lymphocytes 
b)(4) 
Rat flexor tendons 
(OMS 
(Ot 
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Appendix 5.1 - Biological Agents 


(BS 
(BS 
(eT 
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CO Toxin (category2-3) 


s-ethynyl uridine (EdU) Germ cell mutagen (category 1B); reproductive toxicity 


(category 2) 
Cum Si tC (ts*t~“‘CS™COC#(#*dPhamacoiogicalagent 


Germ cell mutagen (category 1B); reproductive toxicity 


(category 2) 

GN |Phamacologicalagent__—=—S—SS~CSCS 
CUM  —(Pharmacologicagent Cd 
mmm [Non-toxicorganicchemical 
CUM i oxin (category) 
CUM Pharmacologicagent 
Ga — '|Pharmacologicagent = 
(OM Cit‘“‘C*C*C*CPhharmacoologic agent = Cidz 
enn (category 4); Carcinogen (category 1B); reproductive 

toxicity (category 1B) 

COM == Pharmacologicagent CCC 
Cm ti —C(“(is‘“‘C‘CSC;*;*C‘*Parmacologicagent —CC‘C;C‘idz 
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ss 
[ay Pharmacologic agent; Toxin (category3) 
lm  CCC“‘“‘(™C*diPharmacologicagent 
(MC Pharmacologicagent 
CUM Toxin (category3) 
WMC Pharmacologicagent 
(ORM NAexempted) 
CUM NA (exempted) 
[NA (exempted) 
(NA (exempted) 
COM [Phamacologicalagent_ 
CM pharmacologicagent 


Toxin (ctegory 4); Carcinogen (category 2); Mutagen (category 


Paraformaldehyde 


Permethrin, Toxin (category 4) 
Toxin (respiratory system categiry 3) 


i) 
— 
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OGM Pharmacologicagent 
CUMS Pharmacologicagent 
CUM Toxin (category2) 


(b)(4) a cell mutagen (category 2); reproductive toxicity (category 


a emcageage 
Mm = Cd Pharmacologicagent 
MM CdPharmacologicagent 
ga rama gent 


tacrolimus Pharmacologic agent 


Pharmacologic agent; i t ; i 
Tamoxifen ae acologic agent; Carcinogen (category 1B); reproductive 
toxicity (category 1B) 
syel Pharmacologic agent; germ cell mutagen (category 2); 
reproductive toxicity (category 2) 


Pharmacologic agent; toxin (category 4); germ cell mutagen 
(category 1B); carcinogen (category 1B); reproductive toxicity 
(category 1B) 

CUM CPharmacologicagent —C“‘Ci*zr 
Ome ti“(ststi‘“‘“CSNC;C;C;C*dr‘Parmacoilogicagent_ Cd 
I _|Pharmacologicagent. SSCS 
Cum —“‘CNCCC‘*dParmmacoologicagent= 


= Pharmacologic agent 
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Appendix 6: Personnel Medical Evaluation Form 


Provide a blank copy of form(s) used by medically-trained personnel to review individual 
health assessment, individual risk assessment, health history evaluation, health questionnaire, 
periodic medical evaluation, etc. If form(s) are not used, include a description of how such 
evaluations are performed in the Program Description (Section 2.1.A.2.b.1i1.1).d), Section 2 
(Description). | (Animal Care and Use Program). A (Program Management). 2 (Personnel 
Management). b (Occupational Health and Safety or Personnel). ii (Standard Working 
Conditions and Baseline Precautions). 1) (Medical Evaluation and Preventive Medicine for 
Personnel). d). 
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Health Care System Memorandum No. 151-12-05 - Attachment 
September 25, 2012 


Occupational Health 
VA Palo Alto Health Care System 


ANNUAL HEALTH QUESTIONNAIRE 


VAPAHCS: Animal Exposure Preventive Medicine Program 
ANNUAL HEALTH QUESTIONNAIRE 


Please Print or Type : 
Name: 


VA PI: 


Telephone Number Date of Birth: / / Male [_] Female L] 
If female, Pregnant: [_] Yes L]No 
1. Species contact within VA Palo Alto Healthcare System (check all that apply): 
Dog LL] Cat 
Sheep, Goats, Pigs, Calves, please specify 
Rodents (Mice, Rats, Hamster, Gerbil, Guinea Pig, etc.), please specify 
Rabbit 
Other, please list: 


OOOO 


2. Total number hours of animal contact per week at work (including animal tissues, waste, body fluids, 
carcasses, or animal housing areas) : 


3. Work involves Human pathogens (including bacteria, viruses and fingi): LlYes [1 No 
If yes, specify: 


4. Work involves Animal pathogens (including bacteria, viruses and fimgi): L1Yes LI No 
If yes, specify: 


5. Are you receiving immunosuppressive therapy that could increase risk of zoonotic disease? Llyes [1 No 


6. As part of assigned duties, how often do you wear: Never Rarely Sometimes Always 
Disposable gloves, LJ 
If use gloves, any evidence of latex sensitivity LJNo Ll Yes 
Gown Il OF OU LI 
Surgical Mask L] [| LI L] 
Cap L] LI LJ LJ 
Protective eye wear fl [fF LJ 
Respirator mask LJ CI LJ L] 
Which kind (Circle)? N95 halface full- face 


7. How often do you do the following after handling animals durmg the day: 
Never Rarely Sometimes Always 
Wash hands [J 
Change clothing (ee LJ CI 
Shower LJ LJ CL L 
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Health Care System Memorandum No. 151-12-05 - Attachment 
September 25, 2012 


a 
|CAsthma——OOSOSOOSOCOCOSSCSCSCSC“Ci OOS 
[Chronie cough——SSSOSCSSCSCSSSS YY SP OO 
[Eezemafarticariafhives SSCS] «Sd Sd) OO 
'“Fanily history ofallergic dsease(eplm yes) | | | 


— history of allergic symptoms with No | If Yes, Species Frequency (never, monthly, weekly, 
animal exposure daily) 


| Itching, tearing orswelling ofeyes | 
| Nasaldischarge 
| Coughing 
| Chesttightnessorwheezng 
| Skin rashoritching 
| Sneezing spells 
| Difficulty swallowing 


(Employees with suspected work related allergies should seek evaluation and treatment from their physician.) 


10. Do you have any house pets that could be responsible for allergic symptoms, or could represent a disease 
transmission hazard to you or the animals in the Animal Research Facility? [_]No [lYes. If yes, list; 


1. 
| Inguinal or similar hernia 
Fe Ee |, |79-ng|ESRepe aN O E 
| Joint problems, arthritis 


Other chronic health problems: 


12. Do you work with Chemicals? LJNo L] Yes. If Yes, describe any symptoms that could be associated with 
such exposure: 


13. Do you have any significant health history that might suggest exposure to workplace hazards? 
[INo L]Yes. If Yes, describe 


14. Do you use or are you exposed to lasers? L]No [1] Yes. 


15. Do you use or are you exposed to radiation? [LJNo L]Yes. 


I certify I understand all requests for information on this form and that the information I supplied is 
correct. 


EMPLOYEE SIGNATURE and DATE 


Health Care System Memorandum No. 151-12-05 - Attachment 
September 25, 2012 


For VAPAHCS Occupational Health Service Use Only: 


I havereviewed the information provided (Medical Practitioner Signature & Date): 


Immunization/testing history: 
DATE (or NA) DATE 


Tuberculin Skin Test CINEG CJ pPos mm 


Tetanus-diphtheria Vaccine 


NOTES/ RECOMMENDATIONS: 
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Appendix 7: IACUC/OB Membership Roster 


Please provide a Committee roster, indicating names, degrees, membership role, and affiliation (e.g., Department/Division). 


Current . 


Nae DegreelCredentials Position/Title Voting Status 


ene i Ra 

Research Scientist Scientist Voting 

Oa lel 
Officer Veterinarian Voting 

ee eran a 
Research Scientist Scientist Voting 


| ___—[ Research Scientist 


Contract Attorne 
|__| Research Scientist 
|_| Research Scientist 


Integrity, PAVIR Non-Scientist 


Voting 


|_| Research Scientist Scientist _-Vating _ 


me Alternate for 
—— eae Scientist Scientist Scientist 


|_| Research Scientist Alternate for Scientist 


Research, PAVIR Non-Scientist Thornton 
[lesa Tessa [3 
Caretaker Scientist 


Alternate Voting for 
Chum 
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Appendix 8: IACUC/OB Minutes 


Please provide the latest two Minutes of the IACUC/OB meetings. 


Institutional Animal Care and Use Committee Minutes 


VA Palo Alto Health Care System (640) 
Palo Alto, California 


June 26, 2018 


I. Meeting Attendance 
The meeting convened at 10:35am inthe Research Conference Room, GIG Palo 


Alto Division, withQ@J@ presiding. A quorum was met at all times. 


Members Present (Voting) 

(b)(6) Non-Scientist 

Veterinary Medical Officer 

(5)(6)F Scientist 

QS), Chair 

(b)(6) —& Alternate Scientist eha(b)(6) | 
Non-Affiliated 

GG), Scientist 


Members Absent (Voting) 

OGM, Non-scientist, alternate for Qe) ne 
Alternate Scientist 

GG), Scientist 

IGM, Scientist 

(b)(6) Alternate fori /Q am 


Guest — siascaat 


(b)(6) Stanford Biosafety Representative 


ll. Reviewof Minutes 


A. May 22, 2018 IACUC Meeting 

’ ~" Discussion: The Committee reviewed minutes of the May 22, 2018 Institutional Animal Care and 
Use Committee meeting. The Committee required no changes to the minutes and they were 
approved. 
Follow-up: None 
Recommendation: Approved 
Vote Counts: In Favor 7, Opposed 0, Absent/Recused 0 


ae re F emeumnaaed 


lll. Previous Business 


A. Project Reviews 


IACUC 
6/26/18, Page 1 
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1. NewACORPS 


None 


2h Steep" Cece teh SPORES en eed 


2. ACORP Renewals 


Principal Investigator Q]g) 

RDIS/ACORP #s: (I) 

Discussion: The PI added IGG and IGM to the Safety & Hazards page. The clarification, a 
condition of ACORP approval atthe May 22, 2018 meeting, was provided and the 
ACORP was approved on May 29, 2018. 


3. ACORP Amendment(non-Personnel) 


None “3 nie 


4. ACORP Annual Reports 


None 


IV. New Business 


A. Project Reviews 


1. NewACORPs 


None 


2. ACORPS for Renewal 


None 


as ad 


3. ACORP Amendments (Non-Administrative) 


a. 


Principal Investigator: 


RDIS/ACORP #s: (I) 


Discussion: The Committee reviewed the amendment of this ACORP. ((I%4) 


The Committee reviewed the ACORP and the floor was 


1ACUC 6/26/18 
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J 


opened fordiscussion. The Committee determined the proposed changes described in 
this protocol amendment were well justified. The primary reviewer recommended 
approval and no additional questions were raised. 

Follow-up: None 

Recommendation: Approved 

Votes Counts: In Favor 7, Opposed 0, Absent/Recused 0 


% 


Principal Investigator: (RI) 
RDIS/ACORP #s: (GI) 
Discussion: The Committee reviewed the amendment of this ACORP. (GI) 


The Committee reviewed the ACORP and the floor was opened for discussion. 
The Committee determined the proposed changes described in this protocol 
amendment were well justified. The primary reviewer recommended approval and no 
additional questions were raised. 

Follow-up: None 

Recommendation: Approved 

Votes Counts: In Favor 7, Opposed 0, Absent/Recused 0 


Principal Investigator: (GG 
RDIS/ACORP #s: (GI) 
Discussion: The Committee reviewed the amendment of this ACORP. [4 


The Committee reviewed the 
ACORP and the floor was opened for discussion. The Committee determined the 
proposed changes described inthis protocol amendment were well justified. The 
primary reviewer recommended approvaland no additional questions were raised. 
Follow-up: None a 

Recommendation: Approved 

Votes Counts: In Favor 6, Opposed 0, Absent/Recused 1 


Recused: (1@ 


Principal Investigator: (31@) 
RDIS/ACORP #s: (G1) 
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| Discussion: The Committee reviewed the amendment of this ACORP. [I 


The Committee 
reviewed the ACORP and the floor was opened for discussion. The Committee 
determined the proposed changes described in this protocol anendment were well 
justified. The primary reviewer recommended approvaland no additional questions 
were raised. 

Follow-up: None 

Recommendation: Approved 

Votes Counts: In Favor 6, Opposed 0, Absent/Recused 1 


Recused: (IG) 


e. Principal Investigator: 
RDIS/ACORP #s: (GIG) 


Discussion: The Committee reviewed the amendment of this ACORP. [ER 


The Committee reviewed the ACORP and 
the floor was opened fordiscussion. The Committee determined the proposed changes 
described inthis protocol amendment were well justified. The primary reviewer 
recommended approval and no additional questions were raised. 

Follow-up: None 

Recommendation: Approved 

Votes Counts: In Favor 6, Opposed 0, Absent/Recused 1 

Recused{@Q) 


4. ACORP Annual Reports with Amendments 
a. Principal Investigator: (]@ 


RDIS/ACORP #s: (G1) 
Discussion: The Committee reviewed this annual report which also included an 


amendmentto the ACORP. (QI@ 


Committee reviewed the ACORP and the floor was opened fordiscussion. The 
Committee determined the proposed changes described in this protocol amendment 


were well justified. The primary reviewer recommended approval and no additional 
questions were raised. 


The 
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Follow-up: None 
Recommendation: Approved 
Votes Counts: In Favor 7, Opposed 0, Absent/Recused 0 


5. Personnel Amendments Administratively Approved Since Last Convened Meeting 


A list of all personnel amendments administratively approved was reviewed by the 
Committee. 


6. Annual Reports 


a. 


Principal Investigator: QJ@ 


RDIS/ACORP #s: (I) 


Principal Investigator: 
RDIS/ACORP #s: (IG) 


Principal Investigator: [XG 
RDIS/ACORP #s: (I) 


Principal Investigator: G@ 


RDIS/ACORP #s: (I) 


Principal Investigator: (1 


RDIS/ACORP #s: (I) 


Principal Investigator: B®) 
RDIS/ACORP #s: (G1@) 


Principal Investigator: QI 


RDIS/ACORP #s: (1G) 


Principal Investigator: — 
RDIS/ACORP #s: (I) 


Discussion: The Committee reviewed the above annual reports, which summarized 
work conducted in accordance with the ACORP overthe lastyear. No questions were 
raised. 

Follow-up: None 

Recommendation: Approved 

Vote Counts: In Favor 7, Opposed 0, Absent/Recused 0 
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b. Principal Investigator: (@ 


RDIS/ACORP #s: (I) 


Discussion: The Committee reviewed the above annual report, which summarized work 
conducted in accordance withthe ACORPs overthe last year. No questions were raised. 
Follow-up:None- - 

Recommendation: Approved 

Vote Counts: In Favor 6, Opposed 0, Absent/Recused 1 


Recused: (1G) 


V. Discussion Items 


A. Outstanding Semi-Annual Inspection Items 


oom 


The recently upgraded environmental monitoring system does not effectively 
communicate with the current HVAC operating system. The HVAC operating system 
upgrade was delayed untilafterthe start of the fiscal year due to contracting issues. 
The HVAC system is being migrated to the new monitoring system starting on 
12/18/2017. The heattest will be repeated once the migration has been completed. 
January 23, 2018 update: Siemens was unable to start the project due to structural 
concerns within the VMU. They are working with theirarchitects to develop anew 
plan. 

February 27, 2018 update: Siemens will be on-site on March 5, 2018. The work is 
estimated to take 3-4 weeks. 

March 27, 2018 update: Work has begun and has not yet been completed. 

April 24, 2018 update: Work on (QM is completed. Work on (IQ Mgis still 
ongoing. 

May 22, 2018 update: Siemens is still working to resolve the remaining issues in the 
(GMI. The VMO will provide an update on the timeframe at the next scheduled 
meeting. 

June 26, 2018 update: Temperatures have been maintained. Heat test is expected 
to be done by the end of July. 


B. The IACUC discussed the temperature rangesin the animal rooms. Specifically, the IACUC 
reviewed recent literature that reports animals do well in temperatures higher than the 
current recommended range in the Guide. The current range inthe guide is 68-79 degrees, 
however, animals prefer a higher range and recent literature indicates a temperature up to 
86 degrees would not be problematic for the animals. Therefore, the IACUC voted to 
approve a departure from the Guide and has set the acceptable temperature range at 68-81 
degrees. 
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Vi. 


Vote Counts: In Favor7, Opposed 0, Absent/Recused 0 


. The lACUC reviewed the attached temperature ranges and acknowledged the temperatures 


were documented as being out of range, however, the animals did not appear to be in 
distress. The [ACUC requested the VMO remind Pls where the daily temperature logs are for 
each room in case there is concern among lab members regarding the temperature 
variations. 


. The IACUC clarified that terminal procedures do not require shaving the area. The pre- 


loaded terminal procedures were updated to remove that procedural step. 


The IACUC voted to approve the May 2018 Semi-annual inspection report. 
Vote Counts: In Favor 7, Opposed 0, Absent/Recused 0 


The IACUC acknowledged[@j[@)agreed to Chair the Committee for another year. 


. Therevised SOP review was deferred until the July meeting. 


Adjournment 


The meeting adjourned at 12:10 PM. The next Institutional Animal Care and Use Committee meeting is 
scheduled for July 24, 2018, at 10:30 AM. 


Chair 


7/24/2018 
Date 


IACUC 6/26/18 


Page 7 
143 


Temperature Recordings: 

Dae DG bY bo Oo bo bo bo bo 
Es |e r-S 
ed (=~ 
a) a (Ey 
a es | E-7 A Oe 
a ee 
| Gdanfi-66 =| | tos S| Tite | 
| 7Janji-6e5 | sites teo7— || idk | CC 
aT es  (-S 
a a ee eG 
| ioyanf | Ce 
eT A A (5 
| iajan| i fHe82,t=67_—— | SdH | | 
ee es (=< 
ee ee ee 


a OO 
A (2 
a (Ey A (2 
| iedan] | tee evo | TT 
Ee 
| 2ajanf | totes | Tt 
OS (ce 
PE) (Ec 
7 Es 
ST (>= 
[Ee 
| 27tanf | tet | 
(EO 
(5 
| 30sanf | ts ef 
RS se (E-  -7 


SEITE, ee: ene ICS MUNIN OSD ENE Seger: OPN EE: COIR 


IACUC 6/26/18 
Page 8 
144 


Date OD Oo ba fo bo bo bo oo oo bo 
| arebl | tom | | treoti=ro] | | 
a  ( 
| 3Feb| t67__—fB=66_—i=es_—i=o3__— isos soa | tro? | | 
| 4Feb| i=67__—iB=66 fies |t=63_ io fives =| | | 
| SFeb| izes toa ioa isco ~-|ieoa ieoa_— | | 
| éFeb| ios tos | toa tee ieos =| | 
| 7Feb| tee ios—izoa_— zea isos fto =| | TC 
| sFeb| toa tosses | tos toe | TT 
| oFeb| izes toa toa isso isos teen =| | 
| to-Feb] i=e3_ i683 |t=63 tsa fisoa [izes i-o7_— | |S 
EeFeb{Hied__[is63_fiees_lire3_fes7_|ireotevofies [| {3 
| i2Feb|H=79  |i-62_ soa t=63_— | toa ize =| || 8 
| 13Feb|H=79  |L=66 fi=66_—|i=66__—|t=63_— isco isso | || 
| 44FeblH=79  |i=64 [lee [=e iz6a_|t=oH=79|i=oz_ | | Tl 
| i5-Feb]| |t=64_ fog i=ea_t=os toes | || 
| i6Feb] |t=67_—ft63_—i=63_|=6a_[Hea2,iroyi=so | | 
| a7Febl | tro2_teo2_— ios ieostiss2{H-aa | | || 
| asreb| | teo7_tsoz_— | trcctteofn-e0 [| | CT 
eS a (en (aaameen (OAR) cee (RR (Ree een 


IACUC 6/26/18 
Page 9 
145 


pate pe la oo oo oo bo iQ bo oo oo oo 
| i-Marlizoa TTT tro | to 
| 2-Mar[izea | tos | tro fo | | to? 
| Marl | tres izes isos iso7_—iso7_— | | | 
| 4Mar| | tzo2_ isos tees fisom =| | 
| 5Mar| | toa tos iro =| | CT CT CC 
| Mar] | toa firo7_fiso7_ =| | Tito] S| CT 
| 7Mar| | tos S| | to? S| 
eT ene a (a (| es  (e 
| oMar| | toe S| CT 
| 10-Mar| | ess S| | CC 
| ii-Mar| ie66_ ised iso7_—ise7_— | Ss | CT 
a — 


| 24Mar| | tom =| CCT Co | 
| 25Mar| isco fieo7_— | S| tom S| | CT 
Pe eect eg aA coat ee 
| ar-MarlH=et | | ET 
| 2emar| | to 
| 2o-MarlH=80_ |H=go_ | | Het [He80 | te teo7_ | eo 
| 30-MarlH=@4 [Hen Heo | fH=83[He7otsos | | 
| 3i-Mar| [H=80_ Hoa || Heteoe =| | CT 
ee ees st le i 


IACUC 6/26/18 


Page 10 
146 


Date DO bo bo bo oS oS bo oo | wa 
| a-ApriH=80_—ii=e5—imoa | | |e = 


ad 
| 3 Apriiz66 tos [=58 |H=8ate6a || 67s 
| 4Apr] teea | spa | Etro 
|S Apr] lees fies fHs80 | | | tr 


iia ee 
P—s-apr| ___izes__fices__| | |_| | _Jies _ 
| 10-Apr] —ftee7_— | | eo 
| tdApriise7 flees | | 
| 12-Apr] tees | | 
| 13Apr]| toa | tro | 
| 14-Apr] tees | Tt tee 
| 15-Apriiee7_ izes | || Teo to 
| 16Apr] sos | tro 
| a7-Apr| tees | | to? | to? || 
| 18Apr| tees tees | Tt 
| 19-Apr]| toa isos | TT to7] | tec 
| 20-Apr| toa imo | | ts 
| 2t-Apr| itso | tw 
| 22-Apr| tea ssa | | ftom | | tee 
| 23-Apr|H=79_ [lees e799 | tro 
| 24-AprlH=79 izes |H=80_ | | te 
| 25-ApriW=so_ fires | | tro 
| 26-Apr| fess | tre 
| 27-Apr]| tos flees ||| te 
| 28-AprlH=79_|i=e5_ isos | || to7 |e 
| 29AprlH=79_ isos isos =| | | Tt 
| 30-ApriH=79_ isos | | tr 
ee ee Me a ee 


IACUC 6/26/18 
Page 11 
147 


Date Oo bo Oo bo bo oo bo OOF bo 
| aMay| tzo7_ | os tes | He] tee 
| 2May[ izo7_ | osteo | | Teo 
| Mal | | testes | tro 
| 4Mayl | | tos tee? 
| SMaylH=30_ | | tos tso7 | To 
| May} | Tos tos || to 
(ES (7 
| BMay! tHe79 | teem ftom | | 
| 9MaylH=79[H=79_ | tso7_ftso7_— | tHe | | 
| 40-May|H=79_[H=79_ | tos teem | | 
| ai-May|H=82_[H=79_ | tos | | 
| a2MaylH=ai | | fos tom | | 
| a3-May! | tom fos ftom | | | te 
| May! | tos fos tee | | to 
| 15-May| [H=79_[i=es_ cos, fteo7_ | | TT 
| 16-May| —|H=79, t=6qi=66 |i-6s_ isos isos, | | 
| a-May| | tos fos tees | | 
| agMay| | tos ies tos | | 
| 19-May| | te tos isos | to 
| 20-May| | toes, isos | | 
| 2i-Mayf | tes os | 
| 22vay| | tees tmoa | | 
| 23-May|H=80 | t=66 ios feos | | tro 
| 24-MaylH=80_ | tes isos tos | | 
| 25-MaylH=80_ | |t=66 isos isos | | 
| 26-May| | tees fos, isos =| | 
| 27-May| | tos os tees | | | 
| 2evay| | tres ios =| | 
| 2o-may| [H=80_iso7_ isos || 
| 30-May[H=80_ | uzo7_ vos isos_ S| | 
| 3t-May| [8 iro7__izoa isos | | to 


IACUC 6/26/18 
Page 12 
148 


[ote [oe log loo log loo Joo log loo 
| dvunf izes | fieo7 | ts 
| 2sun|ise7 [evo | ses tees | | ts 
| dun] t=67 | tesa tise || 
er a ey 
| Stun] ise [H=79 | H=8o_ [ise7_ [ies | | tes 
| jun] i=65 | He7o | | toe | to 
| 7tun| izes [H=79 | [tees teoa || tc 
| ssun| izes [H=79 | [tees ieee | | tc 
| 9Jun| =67 | He79_ | ts67_ [isos [ios | ts 
| towun{iess | | tees isos | | tees 
| iijun{ isos | | feo? | eee ee 
| aztunjise7 | | | tes | tro? ies 
| a3Jun| t=67 | nso | Hso | tires | 67 | 65 
ven} tr6s__| _{¥ego_{ _{_ es ee 
| i5-jun| i=66 | H=8o_ | Heo | TT ts 
| iéjun|i=65 | H=79 [Heo | TT 7 
| i7-tun| izes [H=79 [Heo | fees | Td te 
| assun{ises | tHeso | TL es 
| ijun|i=67 | Hsso_ [Heo | | TC es 
| 20-Jun| H=81_ | H=80 | H=s0_ | tees || 
aie ———e jp 
| 22-Jun 


TE 
eal un | H=81 L=66 H=79 H=81 


| 2eyun| | tess S| |e || 
ee Ree ee 


| 2junf | | 
| 2ejunf tego | 


| 30sunf ter | CT 


IACUC 6/26/18 


Page 13 
149 


> 


Institutional Animal Care and Use Committee Minutes 


VA Palo Alto Health Care System (640) 
Palo Alto, California 


May 22, 2018 


1. Meeting Attendance eee 


The meeting convened at 10:35am in the Research Conference Palo 


Alto Division, with @]@ppresiding. A quorum was met at all im 


Members Present (Voting) 
(b)(6) on-Scientist 
(ieyVeterinary Medical Officer 
Scientist 

Chair 

Scientist 


MGM Alternate Scientist for (1) 


(Gm Non-Affiliated ; 7 


its] Scientist, Chair for April meeting 


Members Absent (Voting) 
(b)(6) Non-scientist, alternate for (IG) 


GiAlternate Scientist 
(b)(6) Scientist Ores 
(b)(6) Alternate for (1) 


Guest 


(b)(6) Stanford Biosafety Representative 


li. Review of Minutes 


A. April 24, 2018 |ACUC Meeting 
Discussion: The Committee reviewed minutes of the April 24, 2018 Institutional Animal care and 
Use Committee meeting. The Committee required no changes to the minutes and they were 
approved. 
Follow-up: None 
Recommendation: Approved 
Vote Counts: In Favor 7, Opposed 0, Absent/Recused 1 


Absent: GG 


ae awtepes. 


lll. Previous Business 


IACUC 
5/22/18, Page, ho 


A. Project Reviews Retsil a 
1. New ACORPS 


None 


2. ACORP Renewals 


None 


3. ACORP Amendment (non-Personnel) 


a. 


Principal Investigator: 
RDIS/ACORP #s: (YG) 
Discussion: The Pl completed all prompts for information in the procedure section. The 
clarification, a condition of ACORP approval at the April 24, 2018 meeting, was provided 
and the ACORP was approved on April 30, 2018. 


vone- amare 


<TR mE eppremenreic> e 


4. ACORP Annual Reports 


None 


IV. New Business . 


A. Project Reviews 


1. New ACORPs 


a. 


. RDIS/ACORP #s: GY 


Principal Investigator: (a3) Be eee 


Discussion: The Committee reviewed the InitiaL ACORP. ([G3) 


The Committee reviewed the ACORP and the floor was 
opened for discussion. No further questions or issues were raised. 
Follow-up: None 


= ee 
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no So ee a ae ton 


Recommendation: Approved 
Votes Counts: In Favor 8, Opposed 0, Absent/Recused 0 


va nec 


Principal Investigator: GG 


RDIS/ACORP #s: Ga) 


Discussion: The Committee reviewed the Initial ACORP. (OY 


he Committee 
reviewed the ACORP and the floor was opened for discussion. No further questions or 

issues were raised. 

Follow-up: None 

Recommendation: Approved ae 7 

Votes Counts: In Favor 8, Opposed 0, Absent/Recused 0 


Principal Investigator: 


RDIS/ACORP #s40I 


Discussion: The Committee reviewed the Initial ACORP. (yy) 
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discussion. No further questions or issues were raised. 
Follow-up: None 

‘Recommendation: Approved 

_ Votes Counts: In Favor 8, Opposed 0, Absent/Recused 0 


Principal Investigator: 
RDIS/ACORP #s: (@ 
Discussion: The Committee reviewed the Initial ACORP. (Qi) 


i 
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CU. The Committeereviewed the ACORP and the floor was opened for 
discussion. No further questions or issues were raised. 

Follow-up: None 

Recommendation: Approved 

Votes ea In Favor 7, Opposed 0, pbscnt Recused 1 

Recused: | 


ee tne me ne Ta 


2. ACORPS for Renewal 


a. Principal investigatorgiJ@) 
RDIS/ACORP #s: (I) 
Discussion: The Committee reviewed this ACORP Renewal. (14) 


he Committee reviewed the ACORP and the 
floor was opened for discussion. No further questions or issues were raised. 
Follow-up: None 
Recommendation: Approved 
Votes Counts: In Favor 7, Opposed 0, Absent/Recused 1 
Recused: 


D eenireman ail Bk Bae 


b. Principal Investigator: 
RDIS/ACORP #s: (IG) 
Discussion: The Committee reviewed this ACORP Renewal. (14 


Tt 


The Committee reviewed the ACORP and the 
floor was opened for discussion. No-further questions or issues were raised. 
Follow-up: None 
Recommendation: Approved 
Votes Counts: In Favor 7, Opposed 0, Absent/Recused 1 
Recused: 


c. Principal Investigator: come ame 
RDIS/ACORP ds: (OI) 
Discussion: The Committee reviewed this ACORP Renewal. (QI) 


—s wee RL 
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. The Committee reviewed the ACORP and the floor was opened for 
TES No further CHESS Ol aues ee raised. 

Follow-up: None ae 

Recommendation: Approved 

Votes Counts: In Favor 8, Opposed 0, Absent/Recused 0 


d. Principal Investigator: 


RDIS/ACORP #s40@ ~ 


Discussion: The Committee reviewed this ACORP Renewal. (14) 


he Committee reviewed the ACORP and the floor was opened for 
discussion. The Committee requested the PI include IGG and IGM in the Safety & 
Hazards section. 

Follow-up: Complete requested modifications 

Recommendation: Modifications Required to Secure Approval (MRSA) 

Votes Counts: In Favor 8, Opposed 0, Absent/Recused 0 


3. ACORP Amendments (Non-Personnel) 


a. Principal Investigator: ( 
RDIS/ACORP ds: (I) 
Discussion: The Committee aviewed the amendment of this ACORP. (()I@4) 


oc 


The Committee determined the 


proposed changes described in this protocol amendment were well justified. The 
primary reviewer recommended approval and no additional questions were raised. 
Follow-up: None 

_ Recommendation: Approved 
Votes Counts: In Favor 7, Opposed 0, Absent/Recused 1 


_ Absent@i@ 


b. Principal Investigator: 
RDIS/ACORP ds: (1G) 
Discussion: The Committee reviewed the amendment of this ACORP. ((I¢4) 
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The Committee 
reviewed the ACORP and the floor was opened for discussion. The Committee 
determined the proposed changes described in this protocol amendment were well 
justified. The primary reviewer recommended approval and no additional questions 
were raised. 

Follow-up: None - - - 
Recommendation: Approved 
Votes Counts: In Favor 8, Opposed.O, Absent/Recused 0 


c. Principal Investigator: 
RDIS/ACORP #s: (IG) 
Discussion: The Committee reviewed the amendment of this ACORP. @@ 


The Committee reviewed the ACORP and the floor was 
opened for discussion. The Committee determined the proposed changes described in 
this protocol amendment were well justified. The primary reviewer recommended 
approval and no additional questions were raised. 

Follow-up: None 
Recommendation: Approved 
Votes Counts: In Favor 8, OpHosee 0, Absent/Recused 0 


a -— 


4. ACORP Annual Reports with Amendments 


None 


5. Personnel Amendments Administratively Approved Since Last Convened Meeting 


A list of all personnel amendments administratively approved was reviewed by the 
Committee. 
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6. Annual Reports 


a. Principal Investigator: 
RDIS/ACORP #s: (I) 


Principal Investigator: (G@ 
RDIS/ACORP #sQyi() 


Principal Investigator: Gj) 
RDIS/ACORP #s: GG 


Principal Investigator: 
RDIS/ACORP #s: (YG) 


> Marre - 


Discussion: The Committee reviewed the above annual reports, which summarized 
work conducted in accordance with the ACORP over the last year. No questions were 
raised. 

Follow-up: None 

Recommendation: Approved et 

Vote Counts: In Favor 7, Opposed 0, Absent/Recused 1 

Absent: (310) 


b. Principal Investigator: 
RDIS/ACORP #s: (YG) 


pace nee 


Discussion: The Committee reviewed the above annual report, which summarized work 
conducted in accordance with the ACORPs over the last year. No questions were raised. 
Follow-up: None 

Recommendation: Approved 

Vote prepa 4 Favor 7, Opposed 0, Absent/Recused 1 

Recused: [ 


V. Discussion Items 


— pepe aa oad 


A. Outstanding Semi-Annual Inspection Items 


e The recently upgraded environmental monitoring system does not effectively 
communicate with the current HVAC operating system. The HVAC operating system 
upgrade was delayed until after the start of the fiscal year due to contracting issues. 
The HVAC system is being migrated to the new monitoring system starting on 

- 12/18/2017. The heat test will be repeated once the migration has been completed. 
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Vi. 


air 


January 23, 2018 update: Siemens was unable to start the project due to structural 
concerns within the VMU. They are working with their architects to develop a new 
plan. 

February 27, 2018 update: Siemens will be on-site on March 5, 2018. The work is 
estimated to take 3-4 weeks. 

March 27, 2018 update: Work has begun and has not yet been completed. 

April 24, 2048 update: Work on (JQ is completed. Work on is still 
ongoing. 

May 22, 2018 update: Siemens is still working to resolve the remaining issues in the 
The VMO will provide an update on the timeframe at the next scheduled 
meeting. 

-@ . The VMU autoclave is not operational. An autoclave in a different building is being 
used. A SheEP application was submitted requesting funding for a new autoclave. 
Once funded, a new autoclave will be purchased. 

January 23, 2018 update: The autoclave replacement has been funded, however, 
we’ve have been instructed to not obligate the funds until the FY18 budget has been 
approved. 

February 27, 2018 update: Paperwork has been submitted to Contracting. 

March 27, 2018 update: Contracting is working on the request 

April 24, 2018 update: Contract is out to bid. 

May 22, 2018 update: The autoclave purchase has been awarded and this item is 
now closed. The VMO will inform the |ACUC once the autoclave is installed. 


B. The VMO informed the Committee of afew issues that were routinely identified during the 
semi-annual inspections: 

e Post-procedural monitoring records: the VMO reminded all animal users that 
monitoring records must be complete and available in the animal rooms. 

e Aseptic techniques: The VMO recommended that all animal users who perform 
surgery attend the VMU Aseptic Techniques workshop unless the researcher has 
attended the Stanford provided workshop. The IACUC agreed with this 
recommendation and requested the VIMO notify the animals users. 


Adjournment 


The meeting adjourned at 12:00 AM. The next Institutional Animal Care and Use Committee meeting is 
scheduled for June 26, 2018, at 10:30 AM. 


caer 6b) E20 F 


Date 
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Appendix 9: IACUC/OB Protocol Form 


Please attach a blank copy of form(s) used by the IACUC/OB to review and approve siudies. 
Include forms used for annual (or other periodic) renewal, modifications, amendments, etc., as 
applicable. 


153 8/16 


ACORP. Details:1780 2AAALAC Print ont’,.v-3.0, Initiated /Draft 


: Geet acorpwithout saving =, GF Attachments < HReview [PAsave fy Action - 
Species | & Title and General Information 
sa tascenee — | ‘The Title of the ACOR® must match the title of the RDIS project associated with this ACORP. = | 
ooo Document ttle: Paes tiles ens ah fleas ete oa aes a hate ke 
Experimental Groups | ee Print out 


Procedures { 


‘ 


Animal Numbers 


' 
H 
| 
' 


Procedure 71 Training 
‘Vacfication® 


Drugs/Madication 


Rationale/Alternatives. 


ee 


m8. 


eee 


Animal Hosbendy/ Howe 


Transportation 


Pi Certification 


TACUC Review 


a 
| 
| 
Safety & Hazards __| 
| 
| 
| 
| 


Workflow History 


E Proposal Overview 
Description of Relevance and Harm/Benefit Analysis (*)} 


; plat acon wand ia utr eens Sela Eee ot tke 


, Using non-technical (lay) language thst a senior high school student would understand, . briefly describe | how this research project i is intended to 
i | improve the health of people and/or other animals, or otherwise to serve the good of society, and explain how these benefits oubveigh the pain 
\ or distress that may be caused in the animals that are to be used for this protocol ! 
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lay Samay 
Using non-technical (lay) language. that a senior high school student would understand, summarize the conceptual design of the experiment in no 


more thar one or two paragraphs. 


querenerqererence 


| 


ee ree at 


reg EE oe ~ ‘s Se! ~~ —— —— 


The experimental graphical abstract may be copied from the grant, attached, or created new. The graphical abstract should include reflect the 
| | overall experimental design of the entire protocol, If attaching a document (by clicking on the Aftachment button on the top of the page}, 
indicate the document name in the text field below. TIFF and JPEG images can not be copied into the text field below, please attach the file 
instead. For an example, see hitps:s/www.rdisvaloalte.nebfunloads/documents/filetoupl2123.HF. 
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f | 
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& Billing and Funding 


Indicate the funding source that will be used to support this animal protocol. -Check all that apply. 
sFaniling: Source (5); 

[_]Départinerit of veterans Affairs 

[_lu:s.. public Health Service (e.g.. NIH) 


[_lprivate or Charitable Foundation 
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; General Information 


Breeding & Genotyping 


ghebetiientay Greups 


TRE EE ae SNS 


Procedures 


_ Animal Numbers 


Procedure, Training 
*Werifies iti5, 


,sDrugs/Medication, 


Heea are IT ih 


_ Rationale/Alternatives 


: Animal Husbandry/Housing 


“PI Certification 


_TACUG Review: 


_ Workflow History 


Save p35 Action 


Exit ACORP without saving 


OF attachments ) 


@f Review 


4 
te 


Please provide the names of all personnel who will Oversea:or conduct work ‘under this protocol. 


& Principal investigator 


The Principal Investigator.is responsible-for all work conducted under this-protocol and can edit the information. 


a eee ore ad AN a gi Ce, SA eT RG 9 etree cornet oem intestine te 


(b)(6) be 


The PI is responsible far supervising all of the other personnel and ensuring that the use of animals is appropriate. 7 The pz must be the s same as the | 
| Pl for the project in RDIS. Pi Administrators should update the PI name. 


Principal investigator (Department): 


a as S tyes = 4 


ice awith:this spéecies/does the PL have?: 5 0 | 
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B 
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| 


| aspesssesnresesas: 
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| 


%3 ACORP Administrator 


te athe pm ee gt Ae tee 


Seite, Maa) lt Ni a ee re 


Last name 


ona eee eee ve ee ee 


fi Research personnel —_ 


Research Personnel conduct research procedures using animals under this protocol. If Pi and/or ACORP Administrator will perform procedures, 


those names should be listed under Research personriel. 


aA Edit selection 


Last name Firstname 


Re et re 


@ Vet Consult 


_ A Vet Consult is required prior to submission to the IACUC. Please select CIGMENNNNNNNNN as the Pre-reviewer, by clicking on “Edit Selection”, 


entering in the Name field and selecting (QIQM Once the protocol is complete, you will then have the option to send the protocol to Vet 
' Consult, jeenis)__ AS contact you with any questions. sete A 7 Se, ed nee 
Bs Edit selection 
Lastname Dect GOO, ey ee Se iy Se ht, ous 
== ~ rmiD = ao a =—: ss 
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, General Information re ~ 
fee : _ Gj ext acore without saving, Of Attachments Sf Review FoiSave , 24 Action “ 


; Breeding & Genotyping 


, Experimental Groups — 
= . | Edit selection 
, Procedures 


% _. Current selection 


j Animal Numbers + Mouse 


XN 


* Meritication: Species Justification 
| , Drugs/Medication | Describe the characteristics of the selected species, strain, stock, mutant, or breed that justify its use in the proposed study. Consider such | 
: | characteristics as body size, species, strain, breed, availability, data from previous studies, and unique anatomic or physiologic features. i 


| Rationale/Alternatives ep scr ney el nt lt fo ees 


eS ee eee moter ey 


i Justify the choice.of species.and describe the:animal characteristi ics for this.protocol [*J : ais 
, Animal Husbandry/Housing el ms x 
XQ, =: a - ANS wi 


, Safety & Hazards 


1 
| 
¢ Transportation i { 


folie Siena Ste ree eer ae ee ee ee ee ee | 


PI Certification 


7 TACUC Review [_ Answer 


\ Worldlow History 


{wits the animal source? (2). 


tale tes Sy Sipe aban 
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we be see = 


‘Gendsr?. {chi Sukailthata appIIAS 
Pleasé'see the Ie giidante-t on Consideration ‘of Sex’ a5. | Bislogical Variable. os Hfaranizs: j rank: ouitefiatice files NOF- 
0B+15-102.html a. ; 


(Tremate 


' Genetically: prigtneered gr waodified-animale? arinals? {¥). 


If genatically engineered or modified animals requir= spatial husbandry includs that information in the Animal Husbandry/Housing 
section of ihe ACORP. if a mixed genetic backgréund, describe iwhat you are doing (such as, back-crossing, etc.) 


Healt SerssF CS 
[| Specific Pathogen Free 
| |@natobiotic 


| losier 


<ACORP Details: 2780 “AAALAC Prinkont’, -v.1.0, Initiated /Draft 


_ General Information 


& Exit ACORP withaut saving | a Attachments 7 3 Review 7 Save x pes Acton oat 


Breeding refers to animals that are bred or purchased exclusively for breeding, and will not undergo any procedures other than those required by 
rrently accepted standard of animal-care. 


& Breeding & Genotyping i 


Experimental Groups 


Animal Numbers 


Procedure Training 
j Verification 


Drugs/Medication 
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, Rationale/Altematives 


[|continuous pe eg) tn eee, ee 
|__Jaunting (2 pregnant femates in one cage) | 
| __lother 
| ; cea ae 


; Animal Husbandry/Housing 


| Safety & Hazards 


> ike yout génctypmar 
iO No A | 


Be sura te include genotyped animals as partof an Experimental group by adding the *Genotyping” procedure.té'an Experimental Group 


_ IACUC Review 


| 
| 
Briefly Core describe the genotyping procedure _ ee : ns akan | 


‘Trent Family [Font Family '~|FontSze |-i|B z 0 | AY ay | = |#4 Ee =e/(2g 
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Workflow History 


ic 
Pa “Whattissuefs) will beaised for.genotypinig? 
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Se ee SO eee eS oo ek, ee eine a 


| ACORP Details:2780;#AAALACP Pitiitont” ont", 'v.t.0, Iiitiatad/ Draft: 


General Information 


G Attachments ei Review er} Save ? p& Action te 
Beioninel —- -- 


An Experimental Group includes all procedures that may be performed on one group of animals from arrival to euthanasia. Protocols may have m more 
Spactae | than one Experimental Group. REMINDER: if your protocol indudes Breeding and/or Genotyping you will need to do one of two things: (1) create an 
pec | Experimental Group for Breeding and/or Genotyping OR (2) include the Breeding and/or Genotyping as a Procedure in an appropriate Experimental 
Group. 


(B) Gat AcoRP without saving | 


_ Breeding & Genotyping : ~ i a ge : ceo : Pie pe wens gay mig: «OTS ely mt — Sn se a xaave 


| T. add anew w Experimental Group, provide the name of the Experimental Group, select the appropriate species/strain, and click "Add", To change | 
| the order of Groups use the up/down buttons in the Experimental Group fist. i 


Name of Experimental eee oi beste wine arle th arpa pice ahs che tee Bas ‘ 
_ Animal Numbers Group: Senelnenadennamennentaentananenstinatuenintnatnnsinnateanrnainsinmeateactreninacinratosston 


Species: 


Add 


Procedure Ti Training, 
‘Weriication a 


Drugs/Medication 


Rationale/Alternatives 


ee = OT ee oe ee ae 
y Mouse 
weneeerennmmeinseocoesniecseeieinns mea caseninimases 5 ie ince, ain. = kcal abag cea: 'b eapmseeaiaaras 3 tare eee is ¥. Sct me es be the ae fetes Sf ea aes, “opeattelae’ met re ot 


Experimental Group ‘Species 
Se 


Animal Hu: usbandry/Housing 


a ar ei 


; Safety & Hazards | @ Experimental Groups Details 


Transportation 


PE Certification 


TACUG-Ravidin 


ek aac tod | 


Workflow History | 


© Experimental Group Sermmery os ee ee eee LESS 


Ft the experimental group includes more das one procedure: itis helpful to the TACUC and fr improves understanding of the overall i 
project by providing a graphical abstract/flow chart specific to Enis experimental graup. If providing a flow chart, the timeline should 
include length of experiment and sequence of procedures. TIFF and JPEG i images can not becopied inte the text ‘field below, please 
attach the file instead. If attaching a document, indicate the document name in the text field below. For an example, see 


firasdfwww rdispotonito net/unlosds/dacuments fietounte122. tt 


[Clanswer | 


Leanne cern nnn tana ae nent einineh ae Nt step At A meneame tet te enna el me A OA bit tiers ntti Nem sitet ileal ohne tmanrrenmtimme tat 


— _ rete 


jw | Willmore tian one major-survivalisurgery: be pétformed 6n-animals. intthis experimental < group? | 


Animal Biosafety Level 
Jndicste the appropriate biosafety level for this Eepenmentabgeaup £5) 
oO Biosafety Level £ 


Animat pbeataty devel 2 practice i is SaaS for animais. infected avith BSL-1 agenis that are considered murine pathégens. Examples 
include murine rotavirus and Citrobacter redentium — 


sane of study 


| | 10% weight loss 
[ | 20% weight loss | 


[| Body Condition Score of 2 or less 


Scoring the bouly « condition pf redents-is 2 non-invasive method for assessing health and establishing. endpoints for adults. vehere bocly. 
iweight is neta2 viable 7 monitoring fool, ; such as with tumor ‘iniodalls, 4 ascites production and pregnancy, or young grotwing animals. 


Body ‘conditién scores (BCS} range from if: (femaciation}: fo 5 (obasityy. An antidipated Bcs of 2- underconditioned ~ or fower, requires 
justification in the protocol. The link provides an illustration fitos-/Auvew. rdisvaloalte:natfunloads!documants/filsteupl2082_pdF | 


[| Poer feeding . | 


| |Dehydration 
[|Loss of mobility 
| |Frequent seizures 
| |Distress 

[ [Poor grooming 


[abnormal behavior 
[| Mass/Eumor 


size is greater than limits approved in protocol, >1cm in diameter; or ulcerated mass 


[| Lethargy 


| ]tack of urination or defecation 


[| Extensive abdominal extension 


[| Respiratory distress 
[ |beath due to madel 


| Jother 
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Auinzal Disposition 


PO 


abethe final dishosition of this drcup-cf animsle(2) 


SPS isa Gack SS inl Snes Jpeechaws 
itanimalcare ste find an-dnitnal:sick-hov 


Be 
fee teas 


ONLY COMPLETE THIS TABLE IF THE DRUG/AGENT USED FOR EUTHANASIA IS NOT INCLUDED IN THE STANDARD METHODS BELOW. 


(a Add new row 


; Generic Name Brand Name a {mg /teg) Total Vokkune Route : . 


[Primary neihod (3) 


& Animal Identification Methods 


Se eae erg ee gS Ss orc * yp titys Stn ay, 
ANbstidentihcationanethiods are sed? 
BBR Set re eee sto a 5 


BSiinks 


| |Toe clip (between 5 and 7 days of age} 


@ Prolonged Restraint 


This incls 
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4 +] fodt ACORP without saving | 1 oY Attachments , 4 Review Save ao Action ~ 


a enentattiaiemieatitamm eee 


~ Group-1 


oseroginy 


Click on add/edit below to select pre-loaded procedures. Each procedure will correlate vith a training competency {assigned on the | 
' Procedures Training Verification tab). If you do not see a procedura listed, you may define your own procedure {note there is ne automatic 
link to training so you will need to document training details in the text box provided on the Procedures Training Verification tab). For a | 


searchable list of pre-loaded procedures see: bttps:/fwew.rdispalostto.net/uploads/documents/filetoun!2302.pdF 


Bs Add/€dit/ Delete Procedures : 


Broceduire-Training! 
| Werification 


‘ 
} Rationale/Alternatives 


No. of entries: 0 
Description 
No. of entries: 0 


Drugs/Medication 


Eten Spaces 


Te nine tenet me ee nn See er en eee 


Animal Husbandry/Housing 


4 
i 
4 


i Safety &' Hazards. 


& Description of procedures 


i General descriptions for each procedure chosen are inserted into the text field below. These are the descriptions predetermined by the | 
, IACUC. If you make modifications, the changes will be tracked and the revised description will be reviewed by the IACUC for approval. 


| 2 ln of YY a7 4, S [By 
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Transportation 


Font Family [|| Font Size 


1 TACUC Review 
4. pare i. ver 


orsneeesersney 


7 Workflow History 


H 
H 
t 


| 


167 


2 


ae 


BACK TO MAIN MENU | TO REQUESTS & ORDERS ——_—E——————— SSS ae 


+] Exit ACORP without saving 4 yy Attachments Review ‘ea Save 5 z Action cd 


Provide the number of animals for each experimental group tab below. An Experimental Group includes all procedures that may be performed on one 
| group of animals from arrival to euthanasia. Protocols may have more than one Experimental Group. | 


{ Groupt ~~] fF Feta 


{ pals 


steam wt me 


2 Number of animals 


| ae of genotypes to be tested, replicate experiments to be performed, etc. There should be ONLY ONE calculation per Experimental 
group. If you need to update an existing csiculation, click on "Edit Calculation”. The animal numbers should be calculated for ONE YEAR, 
then a line item multiplying the number of years fup to 3) for the final number of animals needed fi for that experimental group over the 
| course of f the ACORP approval. 


P24 add Calculation 


; Rationale/Alternatives 


S3 USDA Pain Category . 


| USDA Category B: Include i in Category B all ‘animels that will be bred or purchased exclusively for breeding, and that will not wadeege any | 
' procedures other than those required by currently accepted standards of medical care. This includes breeders;'and any young that may be 
, culled because of unusable gender, genotype, or date of birth. if numbers cannot be determined exactly, estimate the maximum expected, 
as closely as possible. (Note: Animals that must undergo tail snips for genotyping must be assigned to category C, D, or E.) USDA Category 


Transportation 
— C: include in Category C all animals that will only undergo procedures that invalve no more than very brief or minor pain or distress, for 
4 

t 


' vthich no pain relieving drugs are needed. Examples include observational studies, most intravenous and parenteral injections of non- 
irritating agents, most blood collections from peripheral vessels, and euthanasia for post-mortem collection of cells and/or tissues. USDA 
| Category Ds: Include in Category D all animals that will only undergo no more than procedures that are potentially painful or distressing, but 
for which the pain or distress is prevented or relieved by appropriate anesthetics, sedatives, analgesics, or other means {e.g., acupuncture). | 
Exemples include surgery performed under anesthesia (major or minor, survival or non-survival)}, tissue or organ collections or other painful | 
procedures performed on living animals under anesthesia (such as retro-orbital blood collection in rodents}, prolonged restraint accompanied 
! by tranquilizers or sedatives, and experiments with provisions for immediate euthanasia to effectively prevent pain and/or suffering in 
animals that are becoming sick. if an endpoint is defined such that the animals are likely to experience significant pain or distress, Category 
| £ is more appronriate. USDA Catecory E: Include in Category E all animals that will undergo procedures in which pain or distress CANNOT be 
relieved, An important nile of thumb for deciding whether an animal shauld be assigned to Category E is to consider whether a human 
experiencing a comparable condition would be expected to seek relief. Examples include studies in which animals must be allowed to dia 
’ without intervention (e.g. LD50, mortality as an end-point}, studies that require endpoints that may be painful or stressful, studies that 1 
' require withdrawal from addictive drugs (without palliative treatment), pain research, and studies that involve noxious stimuli that arenot =| 
immediately escapable, food or water deprivation beyond that necessary for standard pre-surgical preparation, or paralysis or immobility in 
conscious animals. 


\ Workflow History 


Awiiabisthe highest pain:catégory for this'Experimental Group? 
Os 
Oc 


& Animaf Members Justification 


" Pesce 2 howths estimater! number. of ariimals nesiéd wasdetermined for for this. his Expetimentab: Grasp’ 


The ILAR Guide stafes at whenever possibie the number of animals requested sted should be justified statistically. A power analysis is 
strongly encouraged to justify Experimental group sizes. 


vonmoqanppenntare 


=) SUMMARY OF ENTIRE ACORP - - USDA PAIN CATEGORY 


( the Table be below is a summary of all animals requested for the ENTIRE ACORP, Do not complete this table until ‘animals have been added to ALL 

| Experimental Groups. Assign all requested animals to 2 USDA category of pain/distress. The same animal cannot be in more than one category. 

| Plac= Fhe animal in a category based on the mast painful/distressful procedure. The Table below is a summary across all Experimental Groups. The 
total number of animals for all Pain Categories should equal the Total number of animals requested for the entire ACORP. 


ira Add new rovr . 


ae USDA Pain Category Species _.. .  Nomber of Animals atiels abies pies meer Mette cy, cece ake 
(5) Eat acore without saving =, Y Attachments Review _ PAseve — Action & 
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Si ae IPI Geo aanUPa ae Naor En PAE oe oa 
TACORP Details: £780 “AAATAC Print out zv.1! 0, Initisted/Deatt 


General Information 


Gi) eat acorP without saving ; Gf Attachments, ‘Review | Eysave  , 4 Action Se 


-Rersonnel procedure training verification page. 


f a =) : Procedures Training is required for all personnel prior to work being performed in support of the approved protocol. The matrix below 
eee OT ees eccrine shows the current status of Study Personnel Training. Clicking “Refresh® first will show which personnel have training records for the 
| procedures assigned to this ACOR®, Procedures highlighted in RED indicate NO personnel on the ACORP have a training record associated 
j with that procedure. Procedures highlighted in YELLOW indicate SOME personne! have a training record associated with that procedure 
; (personnel with a GREEN highlight have a training record for that procedure). Procedures highlighted in GREEN indicate ALL personne! on 
Rationale/Alternatives H the ACORP have a training record for that procedure. Select the personnel performing each procedure and be sure to Save. You may also 
ea Hs a select personne! performing the procedure first: Far each personnel, check which procedures the person will perform on this protocol. 
Once trainings are selected, click the refresh button below and the training status appears. For each training the table shows if the 
i Research Personnel have completed the training and it has been documented in their tick@lab user profile. For personnel not trained, 
; indicate the plan for training in the text box below: The PI is responsible to ensure that all listed personnel have completed the required 
Safety & Hazards i training. If personnel are not listed, return to the Personnel tab to add names to the Resaarch Personnel. If a lab members training record 
. { needs to be updated, notify the identified Training Administrator for your Lab. 
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a 


‘Transportation { B h. =| 
ie ey shecccessaiae art | Last update: 
TACUC Review x 
Setpteeme pes aoe | 
Workflow History | 


£3 Plan for Untrained Staff 


If personne! listed above, or personnel hired ata ‘Jater date, do nothave experience. swith the EXACT procedures described:in this 
 ACORP, how will personnel be trained and by whom? 


The training plan should indicate training needs across ALL Experimental groups. _ | 


at | Describe training plan. 


wee ee mes oe Re ee tee we Ren Mia Se tee Peron wes ner ee a ee ree ~~ 


CG) ext AcoRP without saving «=, GF Attachments, Review < [E]Save — ij Action - 
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ACORPDatails: 4730 “AAALAC Piint-out”;.v.2.0, Initiated / Draft 


General Information vagy ar 
ight soma (3) exit AcORP without saving «=, GF attachments WZReiew . Psave 24 Action © 


Personnel 
- yun i} 
oF t_ mE dnae nuke diane. Ok ne ; 
Breeding & Genckyping ‘This: ACORP.does not mecinde the:nse:of- anesthesia, 
; Experimental Groups 
3 | For each procedure on the protocol where anesthesia will be used, select the procedure, species and drug below and provide the concentration, | 
Procedures | | dose, route and duration of effect, Only procedures and species selected on the “Procedures” tab will appear. The appropriate drugs will then aa 
ee _ appear for selection. NOTE: If the drug you would like to use does not appear as an option for the chosen procedure, complete the information | 
Animal Numbers | _, Fequested in the text box below. Separate entries should be made for pre-, intra, and non-surgical procedure medications, 
a it ieee 
Procedure Training ' (24 Add new rove 


., Verification 


‘Drage/Medication — Period of , 
Re eberals rene hera Procedure Species Drug Pre-, Intra-, Post-? treatment {e.g. Route fl 


Rationale/Altamatives | 


1 


Safety. & Hazards 


Transportation 


Pi Certification 


TACUC Review 


Workflow History 


*ThissACORP! does nokrequire Hiense ofanalg Sics- 


[|no analgesics 


For each procedure in the protocol where analgesia will be used, select the procedure, species and drug below and provide the concentration, dose, 

route and duration of effect. Only procedures and species selected on the “Procedures” tab will appear. The appropriate drugs willthen appearfor ,  , 
_ selection. NOTE: If the drug you would like to use does not appear as an option for the chosen procedure, complete the information requestedin {| | 

the text box below. Separate entries should be made for pre-. intra, and post-op and non-surgical procedure medications. 


gael als tata 


1 ee enema peer ie 


_ &3 Add new row 


reenter Sere een ye yD a nl a Na ak ey t 
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; metal tmetarned went enarnaftemire Sa Nani pacnreemrten mannan aeons — atm man Aeentanh nate nk natnetenat e-store eS eee p - 4 of ~ : 
" Brocedure Species Drag Pre-, Intra-, Post-? treatment {e.g. Route 
ao — days} Rar Seais BaD Sas ph 


‘ 
WON ee Lt steed es eae Re, Bad ge on eo scree tik ee a wk as ee Pie eatin 


istherad procedure dbowethatrequires’a driig:nok iitluded:forselection? 


3 Antibiotics 


Oves 
Ono 


CNA - no procedure requires the use of antibiotics 


gee tea ore wees 9 rt 


& Controlled Substances 


Cn ee oe Se oe nigh KONE ES math aad may SE Lig. Sg atten ut 2 5 pe 
THEA CORPSiidiveS Hie ase lot contra lied Sabistances|(P} 
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Generel inermeien , GE ext acorp without saving «=» Attachments, Review . EAsave  . £4 Action 


investigators must consider fess painful or stressful alternatives to procedures and provide assurance that proposed research does not unnecessarily 


duplicate previous, asork. You should perform one or more database searches to meet these mandates unless compelling justifications can be made 
without'doing So: 


Specias 


Breeding & Gendtyping? 1 


ayeee 


@ Rationale for Animal Use 


~Expérimental,Groups. 
i &: | ' Describe how it was determined thatthe proposed work does not nnnecessarily di duplicate work: already doczimented 5 in the | 
literature. seme 


A Rationale: 


ote eae ies he cies As ieee Aattiee ie et eh tee oe °F Solatcy teres aoe eaeth Te et yey es | 


Procedures 


if 
in 


| gureeorinnese 


1 
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& Database or Literatmre Search 


Animal eae cae 


- Search pera aay aes - =o ic ee fae, ee a aa a 

_ Searched fro Searched to B Tith senrekt 
L_ conducted sap Nc RE a rehed eae acne Reet ete 
5 Reduction. 


| Reduction refers to the use of smaller numbers of animals to obtain scientifically valid results. This is typically achieved by optimizing the 
| €xperimental design — for example, by minimizing the number of contro! groups needed, by minimizing uncontrolled variability by collecting paired 
' data, by maximizing the amount of data collected from each animal, and/or by using more sophisticated measuring techniques or more sensitive 

H ' equipment to improve precision so as to minimize the group sizes needed. 


TACUC Review 


Workflow History 


see or Ae = Gece — a at —— 


Describe how the ae eee antmals is be used has been minimized in this protocol won explain why further reduction would 
_disproportionately compromise | the : value.o of the data. 4 


ar rn ene tte a et — see - pa ee re 


f 


& Refinement 


Refinement refers t to use of a approaches: that lessen or eliminate pain or distress in the animals that are used. ‘This indudes {1} choosing procedures | 
; that prevent or relieve pain or distress likely to be associated with the experimental design, (2) setting the earliest possible endpoints for the 
experiments, (3) appropriate use of analgesics, anesthetics, and tranquilizers, including selection of better agents (more effective, with fewer or 
! less severe potential side effects) as they become available, {4} improving post-surgical care with new technology as it becomes available, and (5} 
special husbandry such as providing softened food after procedures likely to cause discomfort with swallowing, soit bedding, easier access to food, 
or environmental enrichment, as Bppropriate. | 


' Descrihe therefinements that have Seen- incorporated into- $nto this work and explisia why no firther refinements are feasible. {*} 
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& Replacement 


[ Replacement refers to the use of non-animal systems {for example, computer, mechanical, or chanics! models) or in vitro techniques instead of 
| animals, use of non-mammitlian species instead of mammalian species, and use of less-sentient mammals for more-sentient mammals. 


‘Describe the raplacemenis: that have bean incorporated into this work; the replacements that have been considered but cannot be 
_ used, ant and. the reason(s} tra® farther replacements are not Scceptebie! Ci 
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‘Indicate any special husbandry ar.housing needs below. 


SPECIES 
= & Fluid or Food Restriction 
Breeding & Genotyping 

% bond See al pt 


Describe any food or water deprivation beyond that necessary for standard pre-surgical preparation. 


. Experimental Groups" 
or Sahil] dnimals.andergo food: deprivation (>4hrs)?.£) 
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A Spinto 


Procedure Training — aE ee STE > 
\ Meriication ail annmalsamdergo water deprivation (>4hrs)?. f*): 


‘ Drugs/Medication © No 


Oves 
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_ Raboiidle/Alteria 

Eee oy 

Animal Husbandry/Housirig’ Ny 
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& Use of Infectious Agents 
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Appendix 10: IACUC/OB Periodic Report 


Please attached a copy of the latest facilities (including laboratory inspections) and program 
assessment report conducted by the IACUC/OB. 


> Name of VA Facility: Palo Alto Health Care System ~ Version 02/28/13 


> Station Number: 640 
> City, State: Palo Alto, CA 
> Date of Semiannual Evaluation: June 1, 2018 


VA SEMIANNUAL EVALUATION 
of the 
INSTITUTIONAL ANIMAL CARE AND USE PROGRAM AND FACILITIES 
Part 1 — Checklist 
Section A. Review of the Program 


The Review of the Program is largely an administrative evaluation of all of the policies, plans, standard 
procedures, and systems under which the institution fulfills its responsibilities to ensure humane animal 
care and use. Some of the programmatic items may appear similar to items included in Section B 
(Inspection of the Facilities), but the focus here (Review of the Program) is on what is intended or 
expected, while Section B focuses on observed implementation. 


NOTE: The checklist is designed to prompt review according to regulatory requirements, and focuses on the 
minimum standards that must be met. The wording in the checklist is not to be interpreted as altering the regulatory 
requirements in any way, but represents guidance from the office of the CVMO. For specifics about the regulatory 
requirements and recommended best practices, the references provided in square brackets must be consulted: 


“1200.01” refers to the “VHA Handbook 1200.01, Research and Development (R&D) Committee”, 
“1200.07” refers to the “VHA Handbook 1200.07, Use of Animals in Research”, 
“PHS” refers to the “PHS Policy on Humane, Care and Use of Laboratory Animals”, 
“9 CFR” refers to the “USDA Animal Welfare Act Regulations and Standards, Code of Federal Regulations, 
Title 9”, 
“US Govt Principle” refers to the “US Government Principles for the Utilization and Care of Vertebrate 
Animals Used in Testing, Research, and Training”, and 
“Guide” refers to the National Research Council’s “Guide for the Care and Use of Laboratory Animals”, 8" 


edition, 2011 
Instructions: 


1) Enter identifying information in the header above: 
Double click in the header area. 


Then enter text after each “:” 
(Note: Federal regulations require that a new Review of the Program be completed every 6 


months /PHS (IV.B.1); 9 CFR (2.31(¢)()))], and a new Inspection of the Facilities (PHS (1V.B.2); 9 CFR 
(2.31 (c)(2))7 be completed every 6 months. The “Date of Semiannual Evaluation” is the date on 
which the last of the components of the semiannual evaluation was completed.) 

Double click in the document area to return to the main body of the form. 


2) Enter the information requested below. The “>” symbols indicate required information: 


> Date(s) of the most recent previous Review of the Program: May 24, 2017 
> Date(s) on which this Review of the Program was conducted: November 15, 2017 


Names of voting [ACUC members who participated in the Program Review: 
(The Program Review team must include a minimum of two voting members of the IACUC [9 CFR (2.31(e)(3)]. Any 
non-members who also participate, at the discretion of the IACUC, may be listed in the second table. 


Specific Role on IACUC (if any) Date(s) of 
Participation 
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b> Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 


® City, State: Palo Alto, CA 
> Date of Semiannual Evaluation: June 1, 2018 


Og CC Scientist 06/01/2018 
WOIQM Scientist (06/01/2018 
MOC 06/01/2018 
ie a ee eee ee ee 
ee ee ee ee el 
ee 


Date(s) of ° 
Participation 


3) For each item in the checklist, type “X” in the column that applies (shaded cells should not be used): 


Not Applicable 

Acceptable 

Approved Departure (Approved by the [ACUC) 
Minor Deficiency 

Significant Deficiency 


4) For each item marked as an Approved Departure, a Minor Deficiency, or a Significant Deficiency here (Part 1, 
Section A), provide details in Part 2 of this form. 


5) Items that reflect changes in the 8" edition of the Guide are flagged as follows, and may require particular 


attention as the 8" edition is implemented. 


ay denotes a new “must” item 
f denotes a new “should” item 


J. Institutional Policies and Responsibilities 


A. Shared Responsibilities 


Applicable 
Acceptable 
Approved 
Departure 
Deficiency 
Significant 
Deficiency 


S) 
z 


A formal written MOU, contract, or agreement is in place for any © r 
arrangement in which the VA shares responsibility for animal 

research with any other institution. This includes the use of an 

external IACUC and any collaborative arrangements for support, 

housing, or use of animals in research. [1200.07 (8.5(1)); Guide, p. 15] 

> Name(s) of other institution(s) and the date(s) on which current 

formal written understanding(s) took effect: 


: B. General IACUC Function 
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> Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Applicable 
Acceptable 
Approved 

Departure 
Deficiency 
Significant 
Deficiency 


Not 


The official appointment of each member of the IACUC by the 
CEO [PHS (IV.A.3a); 9 CFR (2.31(a))] is documented and specifies the 
duration of the appointment and any specific role to which the 
member is appointed. [1200.07 (8.a)] 
ae IACUC has at least five members, including at least one 

151 


150 


member qualified for and appointed to each of the required roles. 
PHS GV.A.3); Guide (p. 24 


Fee IACUC has adequate authority, administrative spe and 
other resources to fulfill its responsibilities. i 


The IACUC communicates regularly with the R&D Committee, by. 
providing the R&D Committee with a set of final, signed, IACUC 
155 minutes, and all other notifications required by the R&D 
Committee, and through an individual who regularly attends 
meetings of a the IACUC and the R&D Committee. £200.07 (8.h 


1564 Program ae are regularly communicated to the IO by the AV aE: 
and/or the IACUC. [Guide (p. 13)] 


} 357 | The IACUC communicates effectively as needed with the SRS 


and/or the IBC. [1200.07 (Appendix C-.8.a, 

All minority opinions that are submitted are included in the final 
document that results from any action of the IACUC (e.g., meeting 
minutes, report of semiannual evaluation, and reports to oversight 


The research office provides packets to [ACUC members no later 
than 3 business days before the LACUC meeting. This packet must 
include an agenda with all business items listed, including reviewer 
assignments for all new protocols. £1200.07(8./12)(d)) 
A written draft of the minutes of the latest IACUC meeting is 
160 |provided to all IACUC members at least 1 week before the next 
meeting. 
Review and approval by the IACUC is required before any work 
161 related to the use of animal subjects in VA research begins or is 
changed significantly. /1200.07(8/(2));PHS (IV.B.6-7); 9CFR (2.31{c)(6-7)); 
6) 


6 All protocol forms used comply with PHS Policy and USDA 
162 AWAR. le C);9 CFR (2.31(d)] 


Consultation with a qualified laboratory animal veterinarian is 
required before a protocol may be submitted for review by the 
164% IACUC. Veterinarian provides consultation when pain and x 
distress exceeds anticipated level in Een [1200.07 (Appendix D - 
(2); 31a) B);, Gut i) 
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> Name of VA Facility: Palo Alto Health Care System 
> Siation Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


No IACUC member participates in the review or approval of any 
protocol in which that member has a real or apparent conflict of 
interest (financial or otherwise). 
The IACUC does not approve any protocol that involves use of 
hazardous agents until the Biosafety Official and/or the Radiation 
Safety Official, as applicable, has approved the use of hazardous 
agents, [1200.07 (Appendix C-.8.c(1)); Guide (p. 21)] 
Use of any patient care area for VA-funded animal research is 
prohibited unless the [ACUC and appropriate local clinical and 
administrative officials first grant approval and the IACUC has 
reviewed and approved a completed ACORP Appendix 7 that 
justifies no reasonable alternative to the use of human clinical 
ipment exists. [1200.07 (7.k(1))] 
A system of post-approval monitoring is in place to ensure that all 
work with research animals is performed according to IACUC 
protocols. [Guide (p. 33) 


The IACUC conducts continuing reviews of all protocols annually. 
9 CFR (2.31 (a) (5, 


IACUC approval of each protocol expires on or before the third 
anniversary of its initial approval. De novo review and approval of 


expiration is required for work on the protocol to continue beyond 
three years without interruption. / PHS (1V.C.5, 


The IACUC has established oversight procedures for pilot and 
field/wildlife studies; studies involving genetically modified 


non-pharmaceutical grade chemicals receive special consideration 
by the IACUC, {Guide (p. 

Surgical procedures are determined to be major or minor, multiple 
surgical procedures on a single animal are justified and the 
outcome evaluated, and multiple survival procedures regardless of 
species conform to regulated species standards. [Guide (p.30)] 
Requests for exemptions from major survival procedure restrictions 
are made to the USDA/APHIS through the IO. [Guide p. 30 
Toe-clipping is approved by the IACUC only when no other 
individual identification method is feasible; the procedure is 
performed aseptically and with pain relief. [Guide (p.75)] 

The use of restraint devices is justified in the animal use protocols. 
IACUC approval is given when the purpose and duration of the 
restraint are justified. The justification addresses: the lack of 
feasible alternatives to physical restraint, provisions for the 
removal of maladaptive animals, training of animals, and 
appropriate observation of restrained animals. Veterinary care is 
provided if lesions or illness associated with restraint occur. [Guide 


‘ 
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Version 02/28/13 


_» Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 _ 
> City, State: Palo Alto, CA 
> Date of Semiannual Evaluation: June 1, 2018 


Applicable 
Acceptable 
Approved 

Departure 
Deficiency 
Significant 
Deficiency 


Program Review -- At least every six months, the IACUC reviews 
the animal care and use program. For VA animals used at an 


Facilities Inspection -- At least every six months, the IACUC 
inspects all facilities in which animals in the VA animal research 


The report of each semiannual evaluation of the animal care and 
use Deen signed by the IACUC, is discussed personally with 


Within 60 days of aio by the IACUC, the report of each 
semiannual evaluation, signed by the facility Director, i is submitted 


reason for delay and the expected date of submission. 
1200.07(8.(3)) 


Approved 

Deficiency 
Significant 
Deficiency 


At least annually, the IACUC oversees a review of the complete set 
of all local SOPs by the Attending Veterinarian with the VMU 
supervisor and other qualified personnel. [1200.07 (7.c)] 

> Date of latest review: October 24, 2017 


E. Addressing Concerns about Animal Welfare 


Applicable 
Acceptable 
Approved 

Deficiency 


The responsibility for animal well-being is assumed by all 
members of the program; therefore, procedures are in place for the 
IACUC to receive, review, investigate, and address internal or 
external concerns or allegations about animal care and use. /PHS 


Procedures are in place to protect “Whistle-blowers” from 
discrimination or reprisal for reporting potential regulatory 
violations within the animal care and use program. /9CFR (2.32(¢)(4)); 
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> Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

& City, State: Palo Alto, CA 

& Date of Semiannual Evaluation: June 1, 2018 


Any animal activity may be suspended by the IACUC (by a 
majority vote of a quorum), or immediately and unilaterally by the 
facility Director or any other official designated by the facility 
Director. [1200.07 (8. jj; 9 CFR (2.31(c)(8) and 2.31(d)(6))] 
The IACUC noiifies local administrators (facility Director, RCO, 
ACOS/R&D) and external oversight entities (CVMO, ORO, 
OLAW, and AAALAC) immediately when an investigation is 


Within 5 business days of determining that a reportable deficiency 
has occurred, the [ACUC submits an initial report to the facility 
Director and the IO, with copies to the ACOS/R&D and other 
relevant research review subcommittees. [1058.01( 8.e); PHS (IV.F.3); 9 


Within 5 business days (ORO requirement) of receiving a report of a 
reportable deficiency from the IACUC, the facility Director and IO 
submit the report to the CVMO, ORO, OLAW, AAALAC, the 
Animal Care Section of USDA APHIS, and any other non-VA 
funding sources, as applicable, with copies to the IACUCs of any 
affiliate institutions with — responsibility. [1058.01(8e); PHS 


The corrective action plan, the aeeBe for its implementation, 
and interim and final reports on the correction of each reported 
deficiency are submitted to the facility Director and IO, and 
through them to the CVMO, ORO, OLAW, AAALAC, the Animal 
Care Section of USDA APHIS, and any other non-VA funding 
sources, as applicable, with copies to the IACUCs of ay affiliate 
institutions with shared responsibility. 


F. Reporting to Oversight Entities 


Applicable 
Acceptable 
Approved 

Deficiency 
Significant 
Deficiency 


The USDA Annual Report of Research Facility was completed and 
submitted by December | within the past year, as required by 
USDA, and a copy is on file locally. [ 9CFR (2.36)] 
>Date of most recent submission: November 27, 2017 
The VA facility is covered by a PHS Assurance, approved by 
OLAW, and revised as needed to reflect any significant changes in 
the animal care and use program. / PHS (IV.A)] 

> Name of the Institution that holds the PHS Assurance: 
VAPAHCS 

> Effective date of most recent approved Assurance: July 30, 2014 
The annual report to OLAW was submitted within the past year by 
the end of the month immediately following the end of the last 
reporting period, and a copy is on file locally. /PHS (1V.F.1-2)] 

> Date of most recent submission: January 23, 2018 
The VA facility is fully accredited by AAALAC, and a copy of the 
triennial comprehensive AAALAC Program Deception: is on file 
locally. [1200.07 (7.e)] 

> Name of the Institution that holds the accreditation: VAPAHCS 


va 
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> Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


The AAALAC Annual Report was submitted within the past year 
354 [as required by AAALAC, and a copy is on file locally. (1200.07 
(8.1(2)())] 
& Date of most recent submission: January 22. 2018 
The VA Veterinary Medical Unit (VMU) annual report, which 
includes mice and rats, was submitted online by the specified 
deadline (usually January 15) within the 
All other correspondence with oversight entities (USDA, OLAW, 
AAALAC, and ORO) relevant to the animal research program 
(except for routine notifications and reminders) is copied to the 
CVMO within 15 days of receipt or submission. [1200.07 (9 
All documents relevant to the animal care and use program are 
maintained on file for at least three years, or according to the latest 
VA requirements (current VA policy requires all records to be kept 
indefinitely), whichever is longer. This includes 
acquisition/disposition records, IACUC meeting minutes, 
semiannual reports, and all reports to, and correspondence with, 
oversight entities. {1200.07 (Appendix E-2. ); 9CFR2.35()); PHS (IV.E, 
All documents relevant to individual studies are maintained for at 
least the duration of the study and for three additional years after 
358 the completion of the study, or according to the latest VA 
requirements (current VA policy requires all records to be kept 


indefinitely), whichever is longer. [1200.07 (8,f(1)(h)); 9CFR2.35(); PHS 
(IV.E) 


357 


G. Personnel Qualifications and Training 


Acceptable 
Deficiency 
Significant 
Deficiency 


=) 
5) 
> 
f=) 
a 
i=3 
is 
< 


Applicable 


Minor 


Not 


The IACUC does not approve any protocol until each individual 
listed on the protocol has documented completion of required VA 
training at the prescribed intervals. [1200.07 (8.m(1)).; PHS (IV.A.1.g); 9 
CFR (2.32); Guide (p. 15); US Government Principle 

The JACUC confirms that each individual is appropriately trained 

before approving that individual to perform the procedure without 
t supervision. This includes non-surgical and surgical procedures, 
anesthesia monitoring, and euthanasia. {PHS (1V.C.1.); 9 CFR 

1) (viii : : 


a 


All personnel are documented as being appropriately trained for 
their positions, and participating in formal and/or on-the-job 
continuing education at the prescribed intervals. [7200.07 (8m); PHS 
AL): 9 CFR (2.32); Guide (p. 16-17, 
IACUC members receive training in all aspects of humane animal 
care and use through the documented completion of VA training at 
the required intervals. [PHS (IV.A.1.g); 9 CFR (2.32); 1200.07 (8.m); Guide ( 
p.17) 


H. Occupational Health and Safety 


Acceptable 
Significant 
Deficiency 


Deficiency 


Applicable 
Approved 
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Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
& Station Number: 640 

City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Occupational Health and Safety Program (OHSP) 
An OHSP has been established and is maintained by the VA 
facility to protect personnel involved in animal research (laboratory 
or field setting) from associated risks including but not limited to 
direct animal contact, exposure to unfixed tissues or fluids, 
hazardous agents used in the research, etc. (PHS (V.A.1,); Guide (p.17; 


All personnel at risk of exposure have the opportunity to participate 
in the OHSP. This includes personnel whose duties include work 
with animals (e.g., VMU staff, investigators, research technicians), 
regardless of whether they are paid employees, without 
compensation (WOC) personnel, students, or trainees, as well as , 
personnel that do not have contact but are exposed to animals (e.g., 
maintenance and engineering staff assigned to the VMU, other 

ice personnel, etc.). [1200.07 (10.a); Guide (p. 18 
Hazard Identification and Risk Assessment — The L[ACUC, the 
local veterinarians, the SRS, and the Safety Officer work together 
effectively to identify potential hazards that exist in the animal 
research program, to assess the consequent risks to personnel, and 
to determine appropriate strategies to manage the risks. [Guide (p. 18- 


OHSP Training — Training is provided to all personnel covered by 
the OHSP, with regard to personal hygiene practices, use of safety 
equipment, and SOPs appropriate to each individual’s duties and 
risks of exposure. [ Guide (p. 20)] 


The OHSP — Facilities and Procedures ae ee ee ae 


Ergonomic efficiency — Procedures and policies are in place to 
reduce the risks of ergonomic injuries to personnel (e.g. facility 
design, SOPs, and the use of equipment such as ramps, carts, and 
hydraulic lifts). {Guide (p.19- 20)] 


Control of exposure — Personal exposure to hazardous agents is 
limited through the design of the facility, establishment of SOPs 
(e.g, separation of animals treated with hazardous agents from 
untreated animals), selection/maintenance/certification of safety 
equipment (e.g., showers, eyewash stations, fume hoods, etc.), and 
careful monitoring of agents to ensure that they remain within 
permissible ranges. /{ Guide (p. 19-20)] 

Policies and Procedures associated with nonhuman primates 
(NHPs) — have been established and include training with regard 
to the risks of exposure to Macacine herpesvirus I (formerly C. 
herpesvirus or Herpes B virus); tuberculosis screening for exposed 
personnel; training on and the handling of bites, scratches, or other 
injuries; medical evaluation and treatment of injuries; and provision 
of appropriate PPE. /Guide (p. 23)] 


The OSHP — Personal Hygiene Pe he i: Be cae = a 


The OHSP includes guidelines on appropriate personal hygiene 
practices, including hand washing and showering, use of protective 
clothing, and restricting consumption of food and beverages to 

designated break areas. [ Guide (p. 
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The VA facility provides uniforms, laundry service, and all other 
necessary personal protective equipment (e.g., gloves, ear 
protection, protective eyewear, steel-toed footwear, respirators, 
with appropriate fit testing and training, and other special 


equipment), as appropriate to the duties of the personnel. {Guide (p. 
20-22 


The OHSP — Medical Evaluation and Preventive Medicine for i a otk 
Personnel 


| ass [A pre-employment medical evaluation is performed on each 2 
prospective new employee. [1200.07(Appendix C-4(2)(a))] 


Enrollment in OHSP is prerequisite to approval for access to the 
VMU and for beginning work with animals. [1200.07(dppendix C- 
C, 


Personnel are required to report and be treated for all injuries and 
illnesses potentially related to working in the VMU or other animal 
pare : ano or ies o connecnn with work with animals. 


atmmeeeereeree™ | tet | 

4655 required by federal, state and local regulations. [Guide (p. 22)] 

If serum samples are collected, the purpose is consistent with ee ed 
Guide (p. 22 


federal and state laws. 


I. Physical Plant 


Acceptable 
Approved 


Significant 
Deficiency 


Applicable 
Deficiency 


The physical plant infrastructure (includes HVAC, plumbing, 
lighting, power, control systems, etc.) is adequate to support the 
needs and performance standards of the animal care and use 
program, and is compliant with and meets all applicable building 
codes./Guide (p. 133-136, 
Policies and procedures are in place to ensure that facilities and 
equipment are properly maintained and functional. [Guide (p. 


If. Operations Related to Animal Environment, Housing, and Management 
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> Name of VA Facility: Palo Alto Health Care System 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


A. Physical Environment 


Applicable 


Temperature, Humidity,-and Ventilation 
The response of facilities management (FM) personnel to elevations 
in temperature in animal rooms is tested and reported to the [ACUC 
at least annually, and the response by FM personnel is satisfactory. 
.a(2)(c))]. » Date of latest test: December 1, 2017 
HVAC reheat units serving animal rooms are designed so as to fail 
in the “off” position, preventing over-heating of animals. [1200.07 


sounds louder than 85dB. /Guide (p.49-50) 


Oversight of daily husbandry and other animal care duties has been 

6001 assigned to a single individual (usually, the VMU Supervisor) when 
a-full-time veterinarian is not available on site. [Guide (p. 

Population Management 

Methods of animal identification have been established, which 
provide the protocol number and other pertinent information. 
Where applicable, genotype information is provided using accurate, 
consistent, and unambiguous genotype nomenclature. /Guide (p. 75- 


Social Environment — Animals must be housed in appropriate 
compatible social groups or when single housing of social species is 
required (by an approved protocol or because of veterinary 
concerns) have contact with compatible conspecifics and/or 
enrichment. [Guide (p.51, 63-65)] 

Environmental Enrichment — The program to enrich the structural 
environment of each animal (structural additions, exercise, 
manipulative activities, and cognitive challenges) to accommodate 
the expression of species-typical postures and behavior is reviewed 
regularly by the [ACUC, researchers, and veterinarians. [Guide (p. 52- 
34 


C. Animal Procurement and Transportation 
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Acceptable 
Approved 

Deficiency 
Significant 


Deficiency 
Significant 


3 2 
Ys 
sf 
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Deficiency 


Deficiency 
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Applicable 
Approved 

Significant 
Deficiency 


El Acceptable 


Only animals that are obtained lawfully may be used in VA 
research. {1200.07(7.b(1)); Guide (p.106) 

Animal procurement is approved and initiated only after 
confirmation that: (1) the source of animals is appropriate; (2) 
appropriate housing and care for the animals upon arrival is 
coordinated with animal care staff; and (3) the animals are 
designated for use on an IACUC approved protocol. /Guide (p. 106- 


Transportation (including intra-institutional, inter-institutional, 
interstate, international, and from commercial or non-commercial i 
sources) complies with federal and international regulations, as 
applicable, and is arranged to protect the health and safety of the 
animals and humans (passersby as well as personnel involved in the 
work with the animals), to minimize stress on the animals, and to 
ensure animal biosecurity. {Guide (p. 107); 9 CER (Part 3, Standards)] 
; D. Preventive Medicine 


Acceptable 
Deficiency 
Significant 
Deficiency 


Applicable 
Approved 


S 
cA 


The institutional animal care and use program strives to maintain 
research animal populations that are as free of infectious agents as 
possible. [1200.07 (7.d(1 

A program of veterinary care, overseen by a VMO or VMC, is in 
place for the surveillance, diagnosis, treatment, and control of non- 
protocol diseases or conditions (especially. those with zoonotic 
potential, such as Q-fever, LCMV, parasites, etc.), and for the 
management of diseases or conditions induced by experimental 
requirements. {Guide (p. 

Quarantine and stabilization of newly received animals, as well as, 
separation of animals by species, source, health status, and intended 
use, as appropriate, are used to prevent spread of pathogens. [Guide 


ra 


TE. Waste Disposal 


Applicable 
Acceptable 
Approved 
Deficiency 
Significant 
Deficiency 


Procedures are in place for sanitation of waste containers, as well as 
procedures for safe removal and disposal of conventional, 
biological, and hazardous wastes (including soiled bedding). All 
waste disposal procedures comply with facility, municipal and 
federal policies and regulations. [Gidde (p. 73-74)] ; 

F. Pest Control 
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Acceptable 
Approved 

Significant 
Deficiency 


Applicable 
Deficiency 


methods of pest control instead of chemical pesticides whenever 
801 possible. If chemical pesticides are to be used, the investigators 
whose animals may be exposed are consulted to ensure that 


scientific objectives are not unnecessarily compromised. [Guide 
(p. 


G. Medical Supplies 


o 2 ~ 
ia} 2 gf ay ap 
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All controlled substances needed for animal research on VA 
property are ordered and received by the local VA pharmacy, and 
dispensed to research personnel as needed. [1200. 07 (7. 


Use of non-pharmaceutical grade compounds, expired drugs or 
medical supplies (e.g., sutures, antiseptics, etc.) in animals is limited 
PHS (FAQ F.4); Guide (p.31 


H. Emergenc , After Hours, Weekend, and Holiday Animal Care 


—) ~ 
= r) 
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Qualified personnel are assigned to provide routine care for the 
animals on weekends and holidays. 
Veterinary care is available as needed after regular work hours on 
weekends, and on holidays; procedures are in place for timely 
notification of a veterinarian in case emergency care is needed. 


D 


The disaster plan addresses triage procedures, emergency/life 
support services; preservation of irreplaceable animals, essential 


903} |personnel, and disaster response training. The animal facility plan 
is approved by institution, is a component of the overall disaster 


plan, and is provided to first responders. [Guide (p. 35; 75) 


Key animal facility personnel (e.g., the Attending Veterinarian and 
904 |the VMU supervisor) are included among the official responders to 
be contacted in emergencies that involve animals. [Guide (p.75 
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IV. Veterinary Medical Care 


_ 
< 


A. Role of the Veterinarians 


951 | Each VMO and VMC has training and/or experience in lab 


Version 02/28/13 


nor 
Deficiency 

ficant 
Deficiency 


igni 


; = 


S 


950 A high quality veterinary care program consistent with ethical x 
standards has been established. /Guide (p. 105)] 


t animal medicine and with the species used. [Guide (p. 15); 9 CFR 


The VMOs and VMCs provide guidance to research personnel 
with regard to the humane care and use of the animals in the 
context of the scientific and regulatory requirements (including 
appropriate handling of animals, sedation, anesthesia, surgery 


and peri-operative care, analgesia, and euthanasia). [Guide pg. 105- 
106, 113-114; 9 CFR (2.31(@)(1 


When veterinary care services are provided by a part-time or 
consulting veterinarian, the veterinarian’s visits are of sufficient 
frequency to meet programmatic needs. A written program of 
veterinary care for USDA regulated species is in place ifa full- 
time attending veterinarian is not on-site. [Guide (p. 14);USDA- 


Veterinary care is available as needed and effective procedures 
are established for timely reporting of animal injury, illness, or 
disease and for veterinary assessment, treatment, or euthanasia. 
The veterinarian is authorized to treat, relieve pain, and/or 
euthanize. [Guide ((p. 106, 113, 114, 120, and 122-123); 9 CFR (2.33(b))] 
The Attending Veterinarian has the authority and resources 
needed, and uses them appropriately to manage all aspects of 


animal care and use in the animal research pret [Guide (p. 14); 
9 CFR 2.33 (a}(2 


La Veterinary access to all animals is provided. [Guide (p. 14)] re ee 


B. Surgery 


Applicable 


Not 


Aseptic technique is required for all survival surgery; is 
appropriate to the species; and includes preparation of the patient, 
surgeon, sterile materials, and supplies, as well as appropriate 
operative technique to reduce the risk of infection. /9CFR 


Procedures are in place to ensure that appropriate surgical 
anesthesia and analgesia are provided. Postoperative monitoring 
and care are provided by trained personnel and documented. 
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Approved 

Departure 
Deficiency 
Significant 
Deficiency 


Minor 
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Major surgical procedures in non-rodents may be performed only 
in dedicated surgical facilities. [9CFR (2.31(@(D) (ts) 

A system of ongoing and thorough assessment of surgical 
outcomes is in place to ensure that appropriate procedures are 
followed and appropriate corrective changes are implemented in 
a timely manner. 
Presurgical planning includes veterinary input and addresses 
location, supplies, anesthetic and analgesic use, peri-operative 
care, recordkeeping 
For nonsurvival surgery, the surgical site is clipped, gloves are 
worn, and the surgical area and eee are clean. [Guide 


Deficiency 
Significant 
Deficiency 


Approved 
Departure 


and animal wellbeing have been established, and include 
monitoring for effectiveness of pain control, consideration of 
non-pharmacologic pain control methods, and guidance regarding 
the selection and use of anesthetics and analgesics. /Guide (p. 121- 


1051 | Procedures are in place to assure anti-nociception before surgery 
begins. /Guide, p 122)] 

1052 | Special precautions for the use of paralytics are in place to ensure 
adequate anesthesia. [Guide (p 123 


1053 | The drug storage and control program complies with federal 
regulations for human and veterinary drugs; procedures have 
been established to ensure that analgesics and anesthetics are 

: prior to their expiration date. [Guide (p. 


Anesthetics and analgesics are acquired, stored, and disposed of 
in a legal and safe manner; drug records and storage procedures 

are reviewed during facility inspections. [Guide, p. 115 & 122)] 
ooo - D. Euthanasia 
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The methods of euthanasia approved by the [ACUC are 
consistent with the AVMA recommendations for the species 
involved. [Guide (p. 123); PHS (IV.C.1.g); 9 CFR (2.31(@)(D (xi) 
Personnel receive training on euthanasia methods appropriate for 
the species and age of the animal to minimize the potential for 

pain and distress. [Guide (p. 123 


1102 | Procedures and training are in, place to ensure that death is xX 
confirmed. {Guide (p. 124]) 
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> Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


V. Animal Care and Use Program Work Orders 


Instructions: Enter work order data as prompted for Tables 1 and 2. All work orders related to the animal care and 
use program should be entered, whether or not they resulted from a semiannual evaluation. Use Table 3 to 
summarize the work orders in Tables 1 and 2. 


Table 1: Work Orders Completed -.include all work orders completed since the previous semiannual 
program evaluation (> Date(s) of previous evaluation: November, 2016). 


Enter M, 
S, or No, 
for Minor 
or 
Significant 
deficiency 
noted in 
semiannual 
evaluation, 
or Not 
related to 
semiannual 
evaluation 


Fix fluorescent 
light in the 
rele #1 by 
a 055 MAY 31,2018 19, a 


JUN 
ie. ciara 032 Install door sweep | : MAY 31,2018 18,2018 a 


Ante room to 
tbye) (5016) : 
TF180531-033 Replace door : 
sweep JUN 
-|M MAY 31,2018 18,2018 18 
Fire extinguisher 
4, TF180517-049 sign need to be JUN 
N remounted [tI{9) MAY 17,2018 12,2018 26 
Paint door frame 
5. & buckling paint JUN 
N TF180420-034 ili APR 20,2018 8,2018 49 
Replace lock with 
Ge 3 dead bolt in room JUN 
TF180416-068 APR 16,2018 7,2018 51 
Ea eee | eee a 
TF180416-063 APR 16,2018 7,2018 51 
a 
TF180416-064 APR 16,2018 7,2018 
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Elapsed 
Date work | days from 
order was | submission 
completed to 
completion 


Work order (local 
reference) 
number 


Date work order 
was submitted ‘ 


Summarize work 
requested 


Replace lock with 
dead bolt in room 


Replace lock with 
dead bolt in room 
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> Date of Semiannual Evaluation: June 1, 2018 
TF180416-067 | 
10 tape on ceiling JUN 
M TF180517-050 clase hatch MAY 17,2018 6,2018 . 20 
11. switch in room JUN 
TF180502-033 MAY 2,2018 4,2018 33 
Paint door 
45 frame,door touch 
up & floor drain MAY 
TF180416-059 APR 20,2018 31,2018 44 
13 & door touch up | MAY 
TF180420-038 D) APR 20,2018 24,2018 34 
Paint door frame 
14, & door touch up MAY 
N TF180420-039 APR 20,2018 24,2018 34 
15. & door touch up MAY 
N TF180420-040 APR 20,2018 24,2018 34 
16. ,door touch up & MAY 
TF180420-048 APR 20,2018 25,2018 35 
Paint door 
17. frame,door touch 
: up & floor drain MAY 
TF180420-051 APR 20,2018 25,2018 35 
18. MAY 
. TF180420-071 APR 20,2018 24,2018 34 


& door touch up 
TF180420-072 APR 20,2018 25,2018 35 
Paint door frame 
20. ; & door touch up ’ MAY 
M TF180420-073 APR 20,2018 25,2018 35 


Replace 
74 fluorescent light 
_ in room OH MAY 
TF180511-024 MAY 11,2018 23,2018 12 


Paint door frame 
a ae 
TF180420-044 APR 20,2018 © 22,2018 32 
; TF180517-047 wall near({)iG) MAY 17,2018 21,2018 4 


Paint door frame 
& door touch up 


Paint door frame 
& door touch up 
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Paint door frame 
& door touch up 


nN 
b&b 


N 
TF180419-039 


TF180420-047 


; MAY : 
APR 19,2018 21,2018 32 


MAY 
o APR 20,2018 31 
21,2018 
MAY 
TF180420-046 APR 20,2018 31 
21,2018 
MAY 
TF180420-045 & door touch up APR 20,2018 31 
21,2018 
(b)(6) 
Remove door 
. MAY 
TF180416-058 knob in room APR 16,2018 35 
21,2018 
(b)(6) 


Paint door frame 
& door touch up 


(b)(6) 


i 
entrance 


N 
wm 


Paint door frame 
& door touch up 


(b)(6) 


Paint door frame 


NO 
an 


N 
“J 


N 
co 


knob in room 


(b)(6) 


: Paint door frame 


Remove door MAY 
TF180416-057 APR 16,2018 35 
21,2018 
MAY 
TF180420-053 & door touch up APR 20,2018 28 
18,2018 
(b)(6) 
Paint door 
frame,door touch MAY 
TF180420-057 P APR 20,2018 28 
up & floor drain 18,2018 
(b)(6) 
: Paint door frame . 
MAY 
TF180420-067 APR 20,2018 18.2018 28 
(b)(6) : 


Q 
pas 


Ww 


OQ) 
Nd 


GQ) 
w 


N 
wo 


& door touch up 
Paint door frame 
MAY 
TF180420-054 & door touch up APR 20,2018 28 
18,2018 
(b)(6) 
: Paint door frame 
: MAY 
TF180420-069 & door touch up APR 20,2018 28 
a 18,2018 
(b)(6) 
: Paint door frame MAY 
TF180420-041 & door touch up APR 20,2018 27 
. —_ 17,2018 
(IS) 
Paint door frame MAY 
APR 20,2018 27 
17,2018 


& door touch up 
Part 1 (Checklist), Section A (Program), p. 17 


QQ 
te 


36 TF180420-042 


w 
U1 


(b)(6) 


APR 19,2018 
16,2018 


> Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 
& City, State: Palo Alto, CA 
> Date of Semiannual Evaluation: June 1, 2018 
Paint door frame Raye 
af N TF180420-043 & door touch up APR 20,2018 47.9048 27 
Paint door frame ae 
38 M TF180420-036 & door touch up APR 20,2018 17.2018 27 
(COGN ASAP ; 17,2018 
M TF180419-036 & door touch up 27 
Fix cracks in wall 
= J ~ _ : ’ 
door touch up 16,2018 
Paint door frame MAY 
42 N TF180419-040 & door touch up APR 19,2018 16.2018 27 
(2X) 
Paint door frame NAAY 
43 N TF180420-035 APR 20,2018 16.0088 26 
Paint door : 
frame,door touch MAY 
TF180420-059 ; APR 20,2018 24 
up & floor drain 14,2018 
ate te 
frame,door touch MAY 
45 N TF180420-061 . APR 20,2018 : 24 
up & floor drain 14,2018 
pe F 
Paint door 
ef frm wate rm " 
up & floor drain ; 14,2018 
48 N TF180419-034 & door touch up APR 19,2018 18 
7,2018 
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& door touch up 
Paint door 
46 N TF180420-063 fame cong toue! APR 20,2018@ pets 24 
up & floor drain ’ 14,2018 
(b)(6) 
(b){6) 


> Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
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Paint door frame 
TF180420- MAY 
49 N & door touch up APR 20,2018 14 
065 : 4,2018 
; (b)(6) 
re Paint door frame MAY 
50 & door touch up APR 20,2018 14 
070 4,2018 
(b)(6) 
Paint door frame 
TF180420- MAY 
Si ae & door touch up APR 20,2018 12018 41 
a (b)(6) ; 
Paint door frame 
TF180420- MAY 
52 N & doortouchup | APR 20,2018 11 
049 1,2018 
(b)(6) 
Paint door f 
TF180419- ee APR 
53 M . & door touch up APR 19,2018 11 
035 30,2018 
(b){6) 
: Repl 
TF180413- nee Os APR 
54 M fluorescent light APR 13,2018 14 
049 . 27,2018 
in room (IG) 
ge M TF180416- replace door APR 16.2018 APR 
052 sweeps (IG) 24,2018 


56 A? ey|oe ores ise oe APR 16,2018 eek 
053 as ! 24,2018 
: to receiving dock 
Fix wall outlets in 
TF180416- rooms (1G) APR 
57 M (om notsecure | APR 16,2018 
050 fo wall 19,2018 


Fix patch hole in 
Se N TF180416- epoxy floor of APR 16,2018 APR 
051 aes 18,2018 
TF180416- APR 
59 APR 16,2018 
049 18,2018 


cage wash room 
M TF180412- APR 12.2018 APR 
046 ’ 17,2018 
. ~~ 
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Paint air supply 
vent near elevator 
fix door locking 
mechanism doe 
no function 


properly GG 


ene me eee te 
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TF180328- 
034 


Replace 
"override" light 
timer in room 
(b)(6) 


Repair air 
TF180314- pressure out of 
63 M ‘ 
003 balance in rm 
(Gy ASAP 
Repair air 
TF180314- pressure out of 
64 M A 
004 balance in rm 
Cy ASAP 
"| Replace 
TF180312- 
65 M fluorescent light 
in IG) 
fix ceiling leak 
TF180228- 
67 M 037 hallway (Yo) 
: ASAP 
Repair L 
TF180213- pale! 
M ceiling in room 
039 
TIC} ASAP 
fix ceiling leak 
5 TF180215- 
003 


(IS) animal 
housing Room 
ASAP 


Room) 


TF180221- 
71 M 
028 


temperature 
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APR 
MAR 28,2018 
6,2018 


MAR 23,2018 Med 

: 28,2018 
M 

MAR 14,2018 a 
23,2018 


MAR 
MAR 14,2018 

23,2018 
MAR 12,2018 i 

21,2018 

MAR 
MAR 12,2018 

MAR 
FEB 28,2018 

2,2018 
FEB 13,2018 bah 

2,2018 


FEB 15,2018 beak 
1,2018 
A 
MAR 9,2018 ee 
12,2018 


medical vacuum 
TF180323- alarm continue to 
62 M 002 engage in RM 
(IayAsar 


043 
, 7F180312- Repair a sink 
042 in room (tag) 
ASAP 


Room 
40 P TF180309- experiencing Low 
004 temperature 62, 
ASAP 


experiencing Low 
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I 
N 


ray 
a 


MAR 
8,2018 


ra 
ui 
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TF180125- 
72 M 
050 
. TF180215- 
13 S 
004 


TF180213- 
022 
TF180207- 
020 
: , TF180207- - 
76 
021 
1 ; M TF180125- 
048 
78 N TF180129- 
043 - 
TF180125- 
7 N 
053 
TF180125- 
M 
pes fem 


9 
34 M TF180122- 
042 
32 N TF180110- 
» | O51 


IG) Not working 


- Version 02/28/13 
Room (Gg) - 
Replace hood 


MAR 
JAN 25,2018 
5,2018 
HEPA filter. 
fix ceiling leak = 
hallway (ital FEB 15,2018 Sa aad 
ASAP : 
Repair HVAC in FEB 
Rooms {tai} FEB 13,2018 
13,2018 
Repair leaking sink FEB 
in room) FEB 7,2018 
11,2018 
Replace leaking 
faucet in room FEB 
FEB 7,2018 
(b)(6) 8,2018 
Activate electrical 
outlet on wall FEB 
next to room door | JAN 25,2018 10908 
ASAP ; 
put in a second 
set of double ? JAN 
chains for a Co2 JAN 29,2018 30.2018 
tank QV) ae 
Replace 6 inch 
drain scr JAN 
rain screen (near JAN 25,2018 A 
back wall) rm 30,2018 
(b)(6) 
Replace 6 inch 
drai J 
ain screen (near JAN 25,2018 AN 
back wall) rm 27,2018 
(b)(6) 
Repair hole in 
cage wash room JAN 
5 JAN 22,2018 
floor RM (IG) 27,2018 
Repair leaking sink JAN 
JAN 10,2018 
27,2018 


io) 
ce) 


ay 
NO 


ke 
| 


in room[@i) 
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> Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

® City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Relocate 
TF180125- preom/nop JAN 
M ane "holder" in room JAN 25,2018 26.2018 
(yEMbehind , 
room door 
; certify ductless 
a ~ 
055 (b)(6) 25,2018 
: repair eye wash 
053 : water flow in RM 23,2018 
(b)(6) 
Install security pommel 
TF180110- bracket for JAN 
JAN 10,2018 
050 oxygen tank RM 18,2018 
ae (b) (6) 
N : 


Replace 
TF180110- fluorescent light JAN 10,2018 !JAN - 
048 in room (iQ) 16,2018 


install new outlet 
TF171228- DEC JAN 
Ilway) b (b)(6) 6 28 


medical gas 
| manifold 
TF170920- : JAN 
automatic SEP 20,2017 
| 037 . 10,2018 
| switchover 
| malfunction 
| Replace 
TF180103- i JAN 
F fluorescent lights JAN 3,2018 
050 in room (Qi) 9,2018 
repair door will 
03- JAN 
eens not close Room JAN 3,2018 
052 9,2018 
(b)(6) 
TF171228- repair leaky faucet | DEC DEC 
042 in Room{{gI@) 28,2017@14:18 29,2017 
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®& Name of VA Facility: Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Replace/repair ; 
. door sweep will 
93. M TF180125-054 not drop down JAN 25,2018 97, sas 2 
(b)(6) 
Repair HVAC 
94 5 iad Low Temp 60.5 | FEB 8,2018 
027 y aiaieea gas an , 14,2018 
in room GG) 


Table 2; Work Orders Not Yet Completed - include all open work orders generated by previous semi-annual 
evaluations and other sources. Work orders placed as a result of the current semi-annual review are also 
entered below. 


Enter M, S, or 
No, for Minor or 
Significant Elapsed days from 
deficiency noted Work order S , Date work submission until 
: ; ummarize work 
in semiannual (reference) oad orderwas | _—(6/25/2018 
evaluation, or number ee submitted (enter date used to 
Not related to ; calculate elapsed days) 
semiannual 
evaluation 


N TF180523- Replace door lock room MAY 37 
030 (b)(6) 23,2018 


Table 3: Summary 


Number of 
Table # work orders | Average days elapsed 
awl 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
® Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


VA SEMIANNUAL EVALUATION 
of the ; 
INSTITUTIONAL ANIMAL CARE AND USE PROGRAM AND FACILITIES 
Part 1 — Checklist 
Section B. Inspection of the Facilities 


The Inspection of the Facilities focuses on a physical and visual evaluation of buildings, equipment, and 
the environment in which animals are maintained and utilized. Some of the items here appear similar to 
items included in Section A (Review of the Program), but the focus here (Inspection of the Facilities) is 
on what is actually observed in the animal facilities, while Section A focuses on what is intended or 
designed. 


NOTE: The checklist is designed to prompt review according to regulatory requirements, and focuses on the 
minimum standards that must be met. The wording in the checklist is not to be interpreted as altering the regulatory 
requirements in any way, but represents guidance from the office of the CVMO. For specifics about the regulatory 
requirements and recommended best practices, the references provided in square brackets must be consulted: 


“1200.01” refers to the “VHA Handbook 1200.01, Research and Development (R&D) Committee”, 

“1200.07” refers to the “VA Handbook 1200.07, Use of Animals in Research”, 

“PHS” refers to the “PHS Policy on Humane Care and Use of Laboratory Animals”, 

“9 CFR” refers to the “USDA Animal Welfare Act Regulations and Standards, Code of Federal Regulations, 
Title 9”, 

“US Govt Principle” refers to the “US Government Principles for the Utilization and Care of Vertebrate 
Animals Used in Testing, Research, and Training”, and 

“Guide” refers to the National Research Council’s “Guide for the Care and Use of Laboratory Animals”, 8" 
edition, 2011 


Instructions: 


1) Enter identifying information in the header above: 

Double click in the header area. 

Then enter text after each “:” 
(Note: Federal regulations require that a new Review of the Program be completed every 6 
months /PHS (IV.B.1); 9 CFR (2.31(c)(1))], and a new Inspection of the Facilities be completed every 6 
months [PHS (IV.B.2); 9 CFR (2.31(¢)(2))]. The “Date of Semiannual Evaluation” is the date on which 
the last of the components of the semiannual evaluation was completed.) 

Double click in the document area to return to the main body of the form. 


2) Enter the information requested below. The “>” symbols indicate required information: 


> Date(s) of the most recent previous Inspection of the Facilities: November 16, 2017 

> Date(s) on which this Inspection of the Facilities was conducted: May 10, 2018; May 14, 
2018; May 15, 2018; May 18, 2018; May 21, 2018; May 23, 2018; May 24, 2018; May 29, 2018; 
May 31, 2018 
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® Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Names of voting IACUC members who participated in the Facility Inspection: 

(The Facility Inspection team must include a minimum of two voting members of the IACUC [9 CFR 
(2.31(c)(3))]. Any non-members who also participate, at the discretion of the IACUC, may be listed in the 
second table. 


Participation 


5/23/2018 

Giieecn 5/24/2018 
= 5/29/2018 
5/31/2018 


5/14/2018 

7 5/18/2018 
Scientist 5/24/2018 

| 5/29/2018 
ae ean 5/10/2018 
5/10/2018 

5/21/2018 

| 5/21/2018 

5/29/2018 


5/10/2018 
5/14/2018 
5/15/2018 
5/18/2018 
5/21/2018 
5/23/2018 
5/24/2018 
5/29/2018 
5/31/2018 


5/18/2018 
g(b)(6) Lay Person 5/21/2018 
ve ae 5/29/2018 
(byte) 
(b)(6) 5/15/2018 


Non-IACUC members who participated in the Facility Inspection: 


; Participation 
De i ce ee ee eee 
Ng ng teeth ee eee ee 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

» City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


3) The LACUC must inspect semiannually all units ofthe animal care and use program, including the following: 
all areas within the V.A animal facilities; 
all spaces outside the VA animal facilities where animals are housed for > 12 hours; 
any areas where any procedure is performed on animals. 


each unit subject to inspection (press Tab in bottom right cell to add rows to the table): 
Type of Space 
Location (e.g., VMU, satellite, investigator 
(name of site, laboratory) and the Nature of the 
building name and Procedures Performed (e.g., housing, 


room number, etc.) terminal surgery, behavioral training, 


Name and Role 
(e.g., VMU 
Supervisor, PI) 
of Responsible 
Individual 


Investigator Lab, terminal procedure 
and tissue harvest 


Investigator Lab, terminal procedure 
Investigator Lab, terminal procedure 


4) For each item in the checklist, type “X” in the column that applies (shaded cells should not be used): 


Not Applicable 

Acceptable 

Approved Departure (approved by the IACUC) 
Minor Deficiency 

Significant Deficiency 

Could Not Evaluate (during this inspection) 


The last line of each section of the checklist is designated “Other Observations”, for documentation of 
relevant observations that are not directly addressed by the checklist items. 


5) For each item marked as an Approved Departure, a Minor Deficiency, or a Significant Deficiency here (Part 1, 
Section B), provide details in Part 2 of this form. 


6) Items that reflect changes in the 8" edition of the Guide are flagged as follows, and may require particular 
attention as the 8" edition is implemented. 


denotes a new “must” item 
{ denotes a new “should” item 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


J. Implementation of Institutional Policies 


A. Performance of Work-According to Protocol 


Applicable 
Acceptable 
Approved 
Departure 
oni 
Deficiency 
Could Not 
Evaluate 


Animal research procedures (observed by the IACUC inspection 
team includes but is not limited to conduct of surgery, behavioral 


analgesics, etc.) are being performed according to the protocols 
approved by the IACUC., [PHS (V.C.1); Guide (p. 33-34)] 
Individuals observed working with animals are identified 
on the corresponding protocols approved by the IACUC. 
Routine husbandry tasks observed are being performed 
according to documented SOPs. 
B. Addressing Concerns about Animal Welfare 


Significant 
Deficiency 
Could Not 
Evaluate 


Contact information for responsible local and VA Central 
1200 |Office personnel are posted prominently in the animal facility for 
ing of animal welfare concerns. [1200.07 (8.k(2)); ! 
C, Occupational Health and Safe 


x 


2 = Pa 
aq 3 | EE 
3 Se et 
cy he og 

wm oO a 
Oo & Q & vo 
Zz < < ta 


Applicable 
Acceptable 
Approved 

Departure 
Deficiency 
Significant 
Deficiency 

Could Not 

Evaluate 


Minor 


Not 


available, where ss hazardous agents are in use. 
.07 (ADP 

Wherever gas qe are used, waste anesthetic gas is removed 
1251 |via a scavenging system or by another approved method. [Guide (p. 

21; 14S, 

Labels on safety equipment (e.g. eye wash, emergency 
1252 shower, fume hoods, etc.) indicate that maintenance and 

Supplies are readily available for treatment of bites, scratches, and 


puncture wounds according to current 
CDC recommendations. [Guide (p. 23) 


Appropriate hazard signs and relevant safety protocols 
1250 {2 posted in plain view, and the MSDSs are readily 
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> Name of VA Facility: VA Palo Alto Health Care os 
> Station Number: 640 

& City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Adequate supplies of appropriate attire and clean protective 
clothing, including disposable PPE (e.g. gloves masks, shoe covers, 
etc.) are readily available; soiled items are disposed of, laundered, or 
decontaminated according to approved facility procedures. 


The IACUC inspection team determined that with regard to the use 
of hazardous agents, appropriate procedures, containment 
equipment, and personal protective equipment are used to safeguard 
personnel and animal health and are consistent (where applicable) 
with APHIS, USDA, and CDC Select Agent Regulations and other 
federal, state, and local regulations including security measures. 


D. Other observations 


Applicable 


Floor surfaces are moisture-resistant, nonabsorbent, and impact- 
resistant; floors are in ae condition, without cracks, evidence of 


o C= and ceiling surfaces are smooth, moisture-resistant, 
nonabsorbent, gram aane washable, and free of unsealed 


Doors are adequately sized, fit tightly within their frames, are 
sealed.to prevent vermin entry, and are in-good repair; preferred 
features include self-closing mechanism, sweeps, recessed handles, 
and protective hardware. [Guide (p. 137)] 


Note: With the exception of doors with viewing windows that are 
needed a safety and other reasons, windows in animal facilities’ 
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Acceptable 


Approved 
Departure 


Approved 


Deficiency 


Deficiency 


Significant 
Deficiency 


Deficiency 


Could Not 


Could Not 
Evaluate 


Evaluate ~ 


> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
& Station Number: 640 

> City, State: Palo Alto, CA 

& Date of Semiannual Evaluation: June 1, 2018 


Heating, Ventilation, and Air-Conditioning (EVAC) System oS a a ae a 


1355 |differentials within reagmmended ranges throughout the facility is is 
1356 
1357 


Effective back-up mechanisms are in Es to maintain 
temperatures and humidity within acceptable ranges in the event of 
an electrical outage or failure of the HVAC system in the animal 
research facility. {Guide (p. 141) 
Power & Lighting 

Moisture-resistant switches and outlets, and ground-fault 

1358 |interrupters, have been installed in wet areas (e.g. cage processing, 
aquatic holding areas, etc.) [Guide (p. 141)] 


1359 Light fixtures, timers, switches, and outlets are properly sealed to 
prevent vermin from being harbored in them. [Guide (p. 141 


Protective covers are in place over light bulbs and light fixtures. 
1360 
Guide (p. 141 
13 1361 } 1361 ft the event of a power failure, alternative or emergency power CEC 
supply is available to maintain critical services. a (p. 141)] 


Noise reduction practices are Nols Cant [Guide (p. 49-50; 142)] 

For example: 
Entry doors from corridors to animal housing areas are 
closed when not in use. 
Carts, racks, and other equipment are equipped with 
casters. 
Noisy animals are grouped in one section of the animal 
facility. 
Sound-generating equipment is selected and located to 
minimize disturbance to animals 


Vibration dampening procedures are practiced where applicable. 
1363 
Mae p. 142 


Environmental (Environmental Monitormg  —s—isis—s—sidC a 


Environmental conditions in animal holding spaces and other 
sensitive areas are monitored and verified by one or more 


B. Facilities for Sanitization 


Applicable 
Acceptable 
Approved 
Deficiency 
Significant 
Deficiency 
Could Not 
Evaluate 


A dedicated cage and equipment processing area of appropriate size 
and design (including safety features, traffic flow, utilities, egress, 
HVAC capacity, clean storage, etc.) is available and meets program 


vas 


Part 1 (Checklist), Section B (Facilities), p. 6 


208 


Pe! 


» Name of VA Facility: VA Palo Alto Health Care System ' Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Appropriate safety precautions and equipment are in place and in 
use; including but not limited to protective clothing and equipment, 
posting of standard operating procedures and warning signage, 
eyewash/shower stations, and functioning safety devices to prevent 
trapping of personnel inside of walk-in equipment (e.g., cage/rack 
washers, bulk sterilizers). 

Cage wash temperatures and sterilizer effectiveness are monitored 
and appropriate records are maintained. [Guide (p. 72-73 


C. Storage Areas 


Could Not 
Evaluate 


Food and bedding, toxic or hazardous agents, and wastes are 

stored in separate designated areas. [Guide (p. 141) 

Food and bedding is stored in a vermin-free area and is protected 

from contamination. Temperature and humidity conditions are 
priate in food storage areas. [Guide (p. 141)] 

Food stuffs/diets are obtained from reputable vendors and are 

managed to maintain quality/Guide (p. 65- 67)]: 

e Feed bag stocks are rotated and used prior to expiration 
date or discarded. 

Open bags of feed are stored in sealed, vermin-proof 
containers. 

e The storage area is clean and orderly; feed bags are stored 
off the floor on pallets, racks, or by other methods with 
adequate clearance from the wall to ensure good 
sanitation. 

Bedding bags are stored off the floor on pallets, racks, or by other 
methods with adequate clearance from the wall to ensure good 
sanitation. Autoclaved bedding has been allowed to dry before use 


Refrigerated storage for animal carcasses and tissue waste is at 
<7°C (44.6 PF). [Guide (p. 142) 


D. Facilities for Aseptic Surge 


Acceptable 
Deficiency 
Significant 
Could Not 
Evaluate 


s 
o 
> 
S 
i 
Qa 
for) 

< 


Applicable 


Are located and designed to minimize traffic and/or contamination; 
the facilities include areas for surgical support, animal preparation, 
surgeon scrub, operating room and postoperative recovery that 
separate the related non-surgical activities from the operating room. 
Equipment and services needed to support the use of the surgery 
facility are available. [Guide (p._ 144-145, 

Procedures are in place and have been implemented to assure 
effective sanitation of the operating room, surgical instruments and 
equipment, appropriate management and use of stored sterile 
supplies, scavenging of anesthetic gases, monitoring of drug 


inventory, and recordkeeping for anesthesia and postoperative care. 
Guide (p. 115; 122; 144-143, 
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> Name of VA Facility: VA Palo Alto Health Care System © Version 02/28/13 
> Station Number: 640 

& City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Equipment needed to support aseptic surgery (e.g., autoclaves, 
anesthetic vaporizers, etc.) are in good repair and certifications are 
current. [Guide (p. 20} 

E. Special Facilities 


(include barrier, aquatics laboratory stua procedure areas, imaging 


Applicable 
Approved 

Departure 
Significant 
Deficiency 
Could Not 
Evaluate 


Not 


Where applicable, the facility/room has appropriate drug 
storage/monitoring, sharps disposal, anesthetic monitoring and 
1550 |scavenging, safety equipment/procedures (safety signage, eyewash 


stations, secured gas cylinders, etc.) and carcass disposal. /Guide 
p. 19-21; 73-74; 115; 120;122; 134 


1551 Specialized facilities have procedures and equipment in place to 
minimize contamination risk. [Guide (p. 


15524 Appropriate sensors and ventilation are provided for areas where 
cryogen gases are used or stored. [Guide (p 147)] 


Aquatic housing areas feature water impervious surfaces, slip 

resistant floors, ground-faulted electrical receptacles or circuits, and 
- 1553 : han 5 eas 

HVAC capacity to maintain appropriate temperature and humidity 


F. Ancillary Areas 


Acceptable 
Approved 
Deficiency 
Significant 
Deficiency 
Could Not 
Evaluate 


2 
MQ: 
3 
& 
Qe 
& 
< 


Showers, sinks, toilets, locker rooms, and break areas are available 
for personnel and are separate from animal holding or support 
areas. | Guide (p. 19; 136 , 
Space for administrative and supervisory personnel, including 
space for staff training and education are available and separate 
from animal holding or animal support areas. [Guide (p 

G. Securi 


* 


> 


Applicable 
Could Not 
Evaluate 


1650 |Perimeter doors are closed and locked. [1200.07 (7.i)] 


Security measures are in practice and mechanisms for controlling 
1651 |entry into the facility function appropriately. [7200.07 (7.3); . 
1200.01.9.c; Guide (p. 23:15] 


Approved 
Departure 
Deficiency 
Could Not 
Evaluate 


Part 1 (Checklist), Section B (Facilities), p. 8 


210 


> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


I; Animal Environment, Housing, and Management 


A. Physical Environment 


Applicable 
Acceptable | 
Significant 
Deficiency 
Could Not 
Evaluate 


Not 


Temperature, Humidity, and Ventilation | 
Temperature and humidity in animal rooms are within acceptable 

ranges. Guide (p. 43 
Odors, ammonia levels, and drafts are all within acceptable 
limits; ventilation and air quality are adequate. {Guide (p. 45)] 
The supply air to animal holding is 100 % outside air treated with 
appropriate filtration. 


1751 


rooms is a cross contamination risk and generally should be 
avoided, Exhaust air should be treated with at least 85-95% 
“a RR efficient filters prior to recycling. 


Radios and other equipment that produce unnecessary sound 
audible to the animals are not in use in animal rooms, except as 
required by approved protocols for research or enrichment. 
Vibration is minimized where possible. [Guide (p. 


B. Husbandr 


Approved 
Departure 
Deficiency 
Significant 
Deficiency 
BES Not 
ee 


Not 


General 
Animals are appropriately separated by species and disease status. 
1801 | gor [Ania handling (observed by the IACUC inspection team) is 
appropriate to the species. 
. Room logs confirm that daily observation.of each animal, as well as 
cage cleaning, feeding, and watering are performed at appropriate 
intervals. [1200.07(7.c)] 
Special procedures (e.g., diet or water scheduling/restriction, 
prolonged restraint, etc.) are conducted as described in the IACUC 
approved ee based on IACUC inspection team observations. 
(A 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

& Date of Semiannual Evaluation: June 1, 2018 


Primary enclosures, cages, and shelters are appropriate (in terms of 
size, construction, floor space, height, etc.) for the species housed. /9 
CER (Part 3, Standards); Guide (p. 51-57 and 55-63; the Ag Guide] Note: 


e The recommended minimum rabbit cage height is16 inches; 
rabbit cages that are less than 16 inches in height may be used if 
the IACUC has determined through performance assessments 
that the cage is sufficient to meet the behavioral, physical, and 
physiological needs of the animal. [Guide(p.58-59)] 


The recommended minimum floor space for a female mouse + 
litter is 51 in? ; trio breeding may be appropriate in a cage 
providing 75-82. in? of floor space; the [ACUC should make this 
determination based on the outcome of performance based 
; standards. ; 
The primary enclosure allows the animal to express natural 
180 5 postures, turn around, access food and water, and rest 
away from urine and feces. [Guide (p.56, 
The primary enclosures (cages, tanks, pens, stalls, etc.) and 
accessories are clean, in good condition, and are free of rust 
and sharp edges; the enclosure provides safe species appropriate 
housing. . 
Outdoor housing provides protection from extreme weather, 


1807 - conditions, the opportunity to retreat, and is adequately ventilated. 
tide (p. 54-55, 


Gi 
Procedural laboratories that house animals for more than 12 hours 
meet the minimum standards for housing. [1200.07 (Appendix E-3.b) 
Population Management 
Animal records (e.g., cage cards) include the following 
information, as appropriate [Guide (p. 75-76); 9 CFR (2.35)]: 
Source of animals 


Strain or stock (including genotype using standard nomenclature 
where applicable) 
Name and contact information for PI 
Protocol number 
Pertinent dates (e.g., acquisition by facility, birth) 
Number of individuals per group, when identified in groups 
Age or weight 
Gender 
Individually identifiable features (e.g., markings, tattoos, 
ear 
tags, neck chains, implanted microchips, etc.) 
The IACUC inspection team determined that animal records are 
1810 readily available, appropriately detailed, properly maintained, and 
accompany animals when transferred to another institution. 


1806 


Behavioral Management 
The IACUC inspection team determined that the environmental 
1811 enrichment program is appropriate to the species, ages, and number 
of animals housed and is beneficial to and safe for the animals. 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Animals are housed in compatible social groups as appropriate; 
1812 socially housed animals are able to escape or hide from aggressive 
animals, and have ready access to food and water. 


Based on the behavior observed by the IACUC inspection team, the 
animals are appropriately habituated to routine husbandry and 
experimental procedures. {Guide (p. 


Each animal is fed uncontaminated, palatable, high quality food 
1815 using a feed schedule and methods (that considers caloric 
management, delivery, and sanitation) appropriate to the species, 


Each terrestrial animal has ready access to potable drinking water 
(quality based on periodic assessment) and the water distribution 
system is clean and appropriate to the species. [Guide (p. 67-68)] 


In aquatic systems, chlorine, chloramines, chemical, and reactive 
181 gi aoe are removed or neutralized prior to use. [Guide (p. 78, 


=| the biofilter of the aquatic life support system is of adequate size to aims a 
1819f process the bioload, iT ee ALES (p 80) 


Beddmg —s— 


Sanitation 
Cleaning implements are designated for specific rooms or for areas 
1821 fe Ge ee ‘ : 
at similar risk of contamination and are in good repair. 
Primary enclosures (including substrates and cage components), 


animal holding rooms, support spaces, etc. are cleaned and 

disinfected on a regular schedule consistent with the use of the area 

and nature of contamination. [Guide (p 

The effectiveness of sanitation methods/procedures are assessed and 
documented. [Guide (p. 73) 

C. Animal Procurement and Transporta 


cy o 

J — Ls oo | 
2 2 rs) 
$}; 3 | 23 
= a | 2 
cA 3 Se 
Se 2 = 
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1822 


Deficiency 
Significant 
Deficiency 
Could Not 
Evaluate 


Animals being transported are appropriately restrained, secured, 
and covered, to protect the health and safety of the animals and 

1850 humans (passersby as well as personnel involved in the work with 
the animals), to minimize stress on the animals, and to ensure 


animal biosecurity. [1200.07(Appendix E-3.a (15); Guide (p. 107-109); 9 CFR 
Part 3, Standards, 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Siation Number: 640 

> City, State: Palo Alto, CA 

® Date of Semiannual Evaluation: June 1, 2018 


D. Preventive Medicine 


Significant 
Deficiency 
Could Not 
Evaluate 


Applicable 
Approved 

Departure 
Deficiency 


Based on the observations of the facility inspection team, animals 
are separated by species, source, health status, intended 
use (as appropriate) and after receipt, the animals are allowed a 


Could Not 
Evaluate 


Significant 
Deficiency 


Departure 
Deficiency 


Approved 


1950 | collected, st 


Hazardous wastes are rendered safe before removal from facility. 
Guide (p. 73-74 


Appropriate containers for sharps disposal are readily available in 
locations in which sharps are used, and are no more than 2/3 to 3/4 
full. (Guide (p. 74)] 


F. Pest Control 


o a — 

s| ao | gs 3) 82] Se 

§ Ss > 2 a; Se] 24e 

A] ry St; & 2/82/58 
wey g Real sal] pel Bs 
coo 3G ao eo| wa o> 
Z<} <«¢ | <A; zal/nal og 


When it is necessary to use pesticides in animal holding areas, 
investigators are consulted in advance of pesticide use. /Guide (p. 


: G. Medical Supplies 


2001 


Departure 
Deficiency 
Significant 
Deficiency 
Could Not 
Evaluate 


Applicable 
Approved 


Minor 


Non-pharmaceutical grade compounds identified during the 
inspection were confirmed to be associated with an IACUC 
approved protocol. (PHS (FAQ F.4); Guide (31)] 
H. Emergency, After Hours, Weekend, and Holiday Care 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Applicable 
Acceptable 
Approved 
Deficiency 
Significant 
Deficiency 
Could Not 


Not 


The review of log sheets confirm that animals are cared for by 
qualified personnel on weekends and holidays, as well as on 
regular weekdays. [Guide ((p, 74); 9 CFR (2.33(b 

Posted contact information for veterinary staff and veterinary care 
entries in logs confirm that emergency veterinary care is available 
and provided as needed after hours, on weekends and holidays, as 
well as on regular weekdays. [Guide ((p. 74;114), 9 CFR (2.33(b 


2102 Telephone numbers of key personnel are readily accessible to ae 
police and fire agencies at all times. [Guide (p. 74)] 


I. Other Observations 


> 


Applicable 
Significant 
Deficiency 
Could Not 
Evaluate 


Not 


2150 |Animals not permitted 72 hour acclimation period 


Significant 
Deficiency 
Could Not 
Evaluate 


Animals are observed at least daily for signs of illness, injury or 
abnormal behavior by trained personnel. [Guide (p. 112)] 
Visits by part-time veterinarians are documented in a log showing 
the date and time of each visit. [1200.07 (Appendix E-2.19, 

B. Surgery 


Applicable 
Acceptable 
Approved 
Deficiency 
Significant 
Deficiency 
Could Not 
Evaluate 


The IACUC inspection team determined that the recommendations 
of the Guide are followed for non-survival surgery (the surgical site 
is clipped, the surgeon wears gloves, the instruments and the 
surrounding area are clean). . 

The IACUC inspection team determined that aseptic technique is 
used for all survival surgical procedures; and includes appropriate 
preparation of the animal (shaving and disinfection of the surgical 
site), preparation of the surgeon (scrubbing, use of sterile glove, 
gowns, etc.), and use of aseptic operative techniques; the aseptic 
technique procedures are appropriate for the species used. [Guide (p. 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 


> City, State: Palo Alto, CA 
> Date of Semiannual Evaluation: June 1, 2018 


The IACUC inspection team determined that all surgical 
instruments and implants used in survival surgery are sterilized by 
steam, Bas, or approved chemicals. Note: Alcohol is not a sterilant 


The IACUC inspection team observed that for multiple consecutive 
rodent surgeries, personnel using hot bead sterilizers or liquid 
chemical sterilants for instrument sterilization take appropriate 
prevent thermal or chemical burns. [Guide (p. 
The IACUC inspection team. confirmed that the operating area is 
cleaned and disinfected prior to major survival surgery. [Guide (p. 


The LACUC inspection team confirmed that appropriate 
intraoperative monitoring of anesthetic depth and physiological 
parameters is performed and documented by personnel. /Guide (p. 


The IACUC inspection team confirmed that postoperative 
monitoring and care of appropriate intensity and frequency (includes 


Departure 
Deficiency 
Significant 
Deficiency 
Could Not 
Evaluate 


am] 
a 

5 

ws 

5 

< 


Drug storage and control practices comply with federal regulations 


23 oof for human and veterinary drugs: [Guide (p. 115 


Procedures for acquiring, using and storing anesthetics and 
analgesics are compliant with legal and safety standards. [Guide (p. 


Observation and/or record review indicates that before surgery 


23015 
2302 
2303¢f |begins, personnel ensured a surgical plane of anesthesia is attained. 


Guide (p. 122 

The IACUC inspection team determined that neuromuscular 
2304 | blocking agents are used in a humane and appropriate manner in 

accordance with the LACUC approved protocol. ( [Guide (p. 122-123 


D, Euthanasia 


Acceptable 
Deficiency 
Significant 
Deficiency 
Could Not 
Evaluate 


Applicable 
Approved 


Personnel are competent in performing euthanasia methods that are 

2350 appropriate to the animal’s age and species and are consistent with 
AVMA Guidelines. Alternate methods of euthanasia, if used, are 
approved by the IACUC. {Guide (p. 124); 9 CFR (2.31(@)(I}{xi)) 


Personnel confirm animal death after the euthanasia procedure. 
235141 [Guide (p.124 


E. Other Observations 
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> Name of VA Facility: VA Palo Alto Health Care System Version 02/28/13 
® Station Number: 640 

& City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Acceptable 
Approved 
Departure 
ignificant 
Deficiency 
Could Not 
Evaluate 


4} 
2 
Ss 
77 

f=? 
< 


Ss 


Part 1 (Checklist), Section B (Facilities), p. 15 


> Name of Medical Center:VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA , 

> Date of Semiannual Evaluation: November 17, 2017 


VA SEMIANNUAL EVALUATION 
of the 
INSTITUTIONAL ANIMAL CARE AND USE 
PROGRAM AND FACILITIES 


Part 2 -- Table of Deficiencies and Departures 


This form is for documenting the details about the observations noted in the checklists (Part 1, Sections A and B). Each deficiency, 
minor or significant, must be entered according to Instructions 2 and 3, below. Each “approved departure”, as defined by OLAW, 
must be entered according to Instruction 4, below. The LACUC may also document on this form, at its discretion, other observations 
that are not deficiencies, and details about “deviations” that are not “departures”, as defined by OLA W — these may be useful in 
addressing concerns raised by accreditation or regulatory agencies, or for monitoring purposes. 


Instructions: 


1) Enter identifying information in the header above: 
Double click in the header area. 
Then enter text after each “:” 
(Note: The “Date of Last Semiannual Evaluation” is considered to be the date by which both the Review of the 
Program and the Inspection of the Facilities were last completed. Federal regulations require that a new evaluation be 
completed no later than 6 months after the last evaluation.) ; 
Double click in the document area to return to the main body of Form 1. - 


2) Enter deficiencies with corrections that were still pending on the last report. Copy onto this form each item that was reported on 
Form 2 of the last semiannual evaluation, for which the correction was not yet completed when the last report was signed: 
Enter the date the deficiency was first noted in a semiannual evaluation. 
Ifthe IACUC determines that a change in the scheduled date of correction is appropriate, strike-outthe previeusl-approved 
date-and add the new date below it. ; : 
Enter the actual date when the correction of the deficiency was completed. If the work is not yet complete, leave the “Actual 
date of completion” blank, but include in the description any relevant information about progress to date. 
J 
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> Name of Medical Center:VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: November 17, 2017 


Note: USDA requires the [ACUC to report any failure to adhere to the plan and schedule for correction that results in a 
significant deficiency remaining uncorrected beyond the correction date set by the [ACUC. The report must be submitted in 
writing within 15 business days of missing the correction date set by the LACUC, through the IO, to the Animal and Plant 
Health Inspection Service (APHIS) and any Federal agency funding the activity involved. Therefore, for the IACUC to change 
the correction date of a significant deficiency, it must review the justification for the change and approve a new correction date 
at a convened committee meeting prior to the original correction date. 


3) Enter each new deficiency noted on Form 1 (Checklist), Parts A and B, of this report: 

The date the deficiency was first noted. 

The Part (A or B) and Item # on Form 1 to which it applies. 

When applicable, indicate the location where the deficiency was noted. 

A description of the specific deficiency -- Include sufficient detail for an outside obsérver to recognize when it has been 
corrected), a description of any underlying programmatic or systemic conditions that may have led to the deficiency, 
and a description of the plans both for correcting the deficiency and for addressing underlying factors so as to prevent 
recurrence. /PHS (1.2.37 Be sure to include the name of the individual who will be responsible for overseeing progress 
on the corrective action, on behalf of the IACUC. (The table will expand to accommodate the text entered.) 

The severity of the deficiency (Minor [M] or Significant [S]), as indicated on Form 1. 

The scheduled date of correction — enter the date by which the IACUC has determined that the correction should be completed. 

The actual date when the correction of the deficiency was completed (leave blank ifthe work is not yet complete.) 


4) Enter each “departure” from PHS Policy, including the provisions of the Guide, that has been approved by the LACUC. jpus qv-8.yj 


For any deviation from a general standard described in the Guide, the following series of test questions may be applied to 
determine whether the deviation is considered a “departure” by OLA W: 


1. Does the Guide describe the general standard as a “May” standard? Ifso, this deviation from the general standard is 
NOT a “departure”. Otherwise, for any “Should” or “Must” standard, proceed to the next question. 


2. Does the Guide include an explicitly stated exception that allows for the deviation? If so, this deviation from the 
general standard is NOT a “departure. Otherwise, proceed to the next question. 


Form 2 (Table of Deficiencies), Page 2 


> Name of Medical Center: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

» City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: November 17, 2017 


3. Does the deviation meet a well-established performance standard for a “Should” standard, according to locally- 
defined and continuously monitored performance measures? If so, this deviation from the general standard is NOT a 
“departure”. Otherwise, it IS a “departure”, and may be approved by the IACUC only if justified on scientific, 
veterinary medical, or animal welfare grounds. 


The test questions above are summarized in the following flow chart: 


Exception 
specifically described in the Guide? 
"i 


g Yes No 


Meets the criteria of a well-established 
performance standard described in the 
Guide (p. 6-7} 


x No 


Approved by the JACUC 
on the basis of scientific, veterinary medical, 


cr animal welfare justification 


Report as Include in 
noncompliance, semiannual report 
through !0 to OLAW § to 1d 


Not a departure; no report required 
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> Name of Medical Center:VA Palo Alto Health Care System Version 02/28/13 
>» Station Number: 640 

> City, State: Palo Alto, CA 

» Date of Semiannual Evaluation: November 17, 2017 


For approved departures that are documented in Appendix 9 of an IACUC-approved ACORP, simply attach a copy of 
Appendix 9. (The Official Date of Approval in the header must be included, but be sure to redact the name of the PI 
and the protocol number assigned by the IACUC.) Enter below the table here the total number of Appendix 9 pages 
attached. 


For approved departures that are not documented in an Appendix 9, enter the information into this form as follows: 
For “Original Date Noted”, enter the date of the IACUC meeting at which the departure was reviewed and approved.. 
[1200.07 (8.f() (@)2-3); PHS (IV.B.3) 9 CFR (2.31 (c)(3)); and Guide (p. 9] 
If the departure relates to a specific item on Form 1, enter the Part (A or B) and Item # to which it applies. 
If applicable, indicate the location to which the departure applies. 
A description of the departure — include a summary of the grounds for granting approval for the departure. 
Mark the “D” category, to indicate that the item details a departure. 
Enter “N/A” in the columns for the “Scheduled Date of Correction” and the “Actual Date of Correction”. 


5) Press “Tab” in bottom right cell to add rows to the table. 
si | Form1 | eduled 
Onemal re Location Descriptive Details | coaeat pctial Date 
Date Noted | Part P Of Correction 
Correction 
(GE Post op records indicate in some cases 
buprenorphine was given once instead of every 12 
5/14/2018 2257 | VMU hours as described in the ACORP. Records were 05/14/2018 05/14/2018 
also incomplete. Staff described the monitoring, but 
were not documenting. Staff retrained at the time of 
the inspection. 
5/18/2018 VMU (OWGEEE- Use of non-pharmaceutical grade 07/31/2018 
compounds needs to be justified in the ACORP 


; (b)(6) Staff could not adequately describe the 
waste procedures. Staff retrained on the spot to - - 
5/18/2018 Ib 1253 | VMU change cages in biosafety cabinet, never cover vents, 05/18/2018 05/18/2018 
bag dirty bedding in double red bags, place cage 
; components in clear bags, and spray both bags. 
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>» Name of Medical Center: VA Palo Alto Health Care System Version 02/28/13 
>» Siation Number: 640 . 
> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: November 17, 2017 


(b)(6) Personnel could not adequately describe 
2 
SaN2018 i101 signs of | rena ee Staff are required to attend a x 07/31/2018 
ca workshop. 
OWE running wheel cages are single housed 
05/3 1/201 3 603 animals, but not included in ACORP. PI will submit 07/31/2018 
amendment. 


05/21/2018 2251 Staff did not describe appropriate 07/31/2018 


disinfecting techniques for surgical procedure. Staff 
will attend the aseptic surgical workshop 


05/29/2018 Ib | 1502 | @@ (IGM flow meter on CO2 tanks is missing. X 07/31/2018 
Lab to replace . 

5/29/2018 Ib 2257 | VMU (CGM Staff did not give buprenorphine for X 05/29/2018 05/29/2018 
tumor implant model. Staffretrained on the spot. 

5/21/2018 la | 851 | VMU (GME Use ofnon-pharmaceutical grade * X 07/31/2018 
compounds needs to be justified in the ACORP 

5/29/2018 1b 2257 CWIGM- Animals were not monitored daily as per 05/29/2018 05/29/2018 
protocol. a retrained on the spot. 

5/21/2018 851 (OIGME- Use of non-pharmaceutical grade 07/31/2018 
compounds Oe to be justified in the ACORP 
(b)(6) — Animals were monitored correctly and Zz 

5/31/2018 1b 2257 provided pain relief as per protocol but the details x 05/31/2018 05/31/2018 
were not recorded. Staffretrained on the spot. 

06/01/2018 la 357 | VMU VMU is unable to locate room logs from 2015. Logs x 06/01/2018 06/01/2018 

: will be scanned electronically moving forward : 
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> Name of Medical Center:VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 : 

» City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: November 17, 2017 


500 
06/01/2018 la 501 | VMU 
550 


The HVAC continues to be an ongoing issue. 
Engineering is responsive to the VMU needs and 
issues are mitigated as they occur. Considering the 
age of the building and system, and a new building 
under construction, a complete HVAC replacement is 
not possible. The VMU staff notify the IACUC of 
any issue that affects animal welfare. 

The response system upgrade is ongoing. The heat 
test will be conducted once work is completed. 


x 06/01/2018 06/01/2018 
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> Name of Medical Center: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

& City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


| VA SEMIANNUAL EVALUATION 
| of the 
INSTITUTIONAL ANIMAL CARE AND USE 
PROGRAM AND FACILITIES 


Part 3 — Post-Review Documentation 
Instructions (The “}” symbols indicate required information): 


1) Enter identifying information in the header above: 
Double click in the header area. 
Then enter text after each “:” 
‘(Note: The “Date of Semiannual Evaluation” is considered to be the date by which 
both the Review of the Program and the Inspection of the Facilities are completed.) 
Double click in the document area to return to the main body of Form 1. 


2) » Enter the date of the most recent previous Semiannual Evaluation: May 23, 2016 


3) Enter the names of all voting members of the IACUC, and identify the member who fills each 
required role on the committee, in the table in Section D, below. If any alternate members have been 
appointed, enter the name of each alternate member in the square brackets (e.g., “[AIt: John Smith]” ) 
below the name of each primary member for whom the alternate may serve. Only one member, the 
primary or the designated alternate, should sign in any one row of the ae (Press “Tab” in bottom 
right cell to add rows to the table.) 


4) Complete Sections A-F, below. 
A. SUMMARY OF SEMIANNUAL EVALUATION. Summarize the results of this semiannual 
evaluation, including an analysis of the implications of the results for the animal research program as 


a whole. The summary should: 


e Note the total number of “departures” from PHS policy, including the provisions of the Guide, 
that have been approved by the IACUC. 


No approved departures. 


® Provide summary overviews of the programmatic and facility deficiencies 

o Ifthere were no deficiencies, include a statement to this effect in the report. 

o If deficiencies were identified, evaluate the overall number and severity of the 
deficiencies, and what the number and severity indicate about the quality of the 
program and facilities (refer to the complete list provided in Part 2 — Table of 
Deficiencies and Departures). 


Form 3 (Post-Evaluation Documentation), Page 1 
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& Name of Medical Center: VA Palo Alto Health Care system Version 02/28/13 
® Station Number: 640 
& City, State: Palo Alto, CA 
» Date of Semiannual Evaluation: June 1, 2018 
) 


Twelve minor deficiencies were identified 
o Incomplete post-op records 
Missing justification for non-pharmaceutical grade compounds 
Waste disposal procedures 
Recognizing signs of pain/distress 
Justification missing for singly housed animals 
Aseptic techniques 
Missing flow meter 
Missing logs | 
HVAC 


ooo0000 0 


One major deficiencies were identified 
o One protocol did not provide pain relief as described in the protocol. 


| e Comment on any patterns or trends suggested by the observations during this semiannual 
| evaluation and also in the light of previous semiannual reports. 


Our animal research program continues to expand in size, diversity, and complexity. 
Construction on the new building continues. 


e Acknowledge any laudable aspects of the overall animal care and use program (i.e., related to 
the program, facility, or personnel). 


In response to the [ACUC’s effort to assure adequate training for all personnel, we have 
witnessed a significant increase in the quality and quantity of laboratory personnel maintained 
training, breeding, and post-operative observation records. 

The YMO has offered numerous training workshops on aseptic techniques, animal handling, 
and common procedures. 


© Provide a concluding paragraph that: (1) assesses the institution’s overall compliance with 
applicable PHS Policy, the Guide, the AWA, and VA Policy; (2) provides recommendations 
to the IO; and (3) highlights any other pertinent information the IO should be made aware of. 


The IACUC and the VMU staff provide effective and consistent leadership and 
maintain/support a compliant program that addresses the research needs of the investigators. 
We have been working consistently to address the new recommendations that are stipulated in 
the 8" Edition of the Guide. We continue to plan for the ongoing expansion of our program. 


B. DOCUMENTATION of MINORITY OPINION(S). Any participant in the semiannual 
evaluation who wishes to provide a minority opinion MUST be allowed to do so [1200.07 (8,f(1)(@)4); PHS 
W.E1d); 9 CFR (2.31(c3)y. Did any participant submit a minority opinion? 
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> Name of Medical Center: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Yes x No If"yes", fill out section E below. 


C, Statement of AAALAC Accreditation rus 7.2.37. Are all VA animals housed or used only 
in facilities that are part of an AAALAC accredited program? 


_X___Yes. Ifyes, describe the accreditation as indicated below. 
Identify the AAALAC accredited program: VAPAHCS Veterinary Medical Unit 


Give the date of the most recent achievement of Full Accreditation: March 18, 2016 


___No. Ifno, describe the components that are not Fully Accredited, as indicated below. 
If VA animals are housed or used at an affiliate institution that is not AAALAC accredited, 
Identify the affiliate: 
Give the date on which the CVMO approved this arrangement: 


If VA animals are housed or used at an institution where the AAALAC accreditation status is 
other than Full Accreditation, 


Identify the institution: 
Give the current accreditation status: 


Describe briefly the current status of the institution in the process of regaining full 
accreditation: 


D. DOCUMENTATION of REVIEW and APPROVAL by IACUC MEMBERS, A majority of 
all voting members (not merely a majority of a quorum) must approve and sign the report [1200.07 
(8fU)(e)); 9 CFR (2.31(¢X3). The report must be completed within one month of the date of the semiannual 
evaluation to facilitate timely progress on any corrective actions required. 


The undersigned verify that we 

1) have reviewed and approved Forms 1 (Checklist, Parts A and B) and 2 (Table 
of Deficiencies and Departures), 

2) have read any minority opinions appearing in item E of this report, and 

3) hereby authorize [ACUC representatives to review this report with the Medical 
Center Director: 


* TYPED NAME 


: SIGNATURE 


ROLE ON IACUC . 
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b> Name of Medical Center: VA Palo Alto Health Care System ; Version 02/28/13 — 
& Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


Chairperson 


=p 
Research Ex perience 
ae eee 
Ae Communit Member_ 
Research Experience 
=e 
hon Member 
== > 
Research Experience 
oS 
Research Experience | 


E. MINORITY OPINION(S). If part B is checked "yes", provide the typed minority opinion(s) here: 
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> Name of Medical Center: VA Palo Alto Health Care System Version 02/28/13 
> Station Number: 640 

> City, State: Palo Alto, CA 

> Date of Semiannual Evaluation: June 1, 2018 


F. COMMUNICATION WITH DIRECTOR OF THE FACILITY. After a majority of all voting 
IACUC members approve the report and indicate their approval (in Section D, above) by signatures next to 
their typed names and roles on the committee, the report must be discussed personally with the facility 
Director by at least one voting member of the IACUC, representing the committee. It is recommended that 
the Attending Veterinarian and the LACUC Chair meet with the Director (any voting member of the IACUC 
who wishes to participate must be allowed to do so). It is a best practice for the ACOS for R&D and/or the 
AO for R&D to attend as well. After the meeting, the Director must sign the reporting indicating that he/she 
has reviewed it. r1200.7(8,f)(ey). Note: the Director's signature only indicates awareness of the contents of 
the report, and does not imply agreement with the report or satisfaction with the corrective measures 
proposed. The report may not be altered after it has been signed by a majority of the voting IACUC 
membership, but any disputed items may be discussed in a cover memo. 


Certification: By my signature, I acknowledge receipt of this report, and verify that I have personally 
discussed its contents with the representatives of the IACUC. 


Typed Name of Director 


A signed copy of the complete report (including Parts 1, 2, and 3) must be sent through the 
ACOS/R&D and Medical Center Direcior to the CVMO within 60 days of the date of approval and 
signature by a majority of the voting IACUC members. The R&D Committee should review the 
approved report as an item of business, but R&D approval is not required before submission of the 
final document to the CVMO. Send a copy including all signatures as a hard copy to ((a]i) 


(b)(6) , Atlanta VA Medical Center jg 1670 Clairmont Road, Decatur, 
GA 30033, or as an email attachment to Qva.cov and (GME @va.cov. The 


original must be retained for at least three years. 


> Thomas J, Fitzgerald 


G. FINAL PROCESSING 
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Department of Memorandum 
Veterans Affairs 


Date: May 15, 20718 
From: Research Compliance Officer, VA Palo Alto Health Care System (640/00) 


Subj: Semi-Annual Administrative Review 


To: Chair, Subcommittee on Animal Studies, VA Palo Alto Health Care System (640/151) 


As part of the VA semi-annual IACUG program review requirement, the research compliance 
program has conducted a review of records representing at least -five percent of total active 
projects, The administrative review examined RDIS records for initial reviews, annual and triennial 
reviews, and personnel trainings records. 


Thirteen (13) active ACORPs were selected by the research compliance program. Results of 
the review are as follows: 


_ ACORPs Date of Las 
Associated Date of ate 


with Project 
bs 2017.08.24 a ieee 
"2015.06.04 7 


2017.09.06. - 


03. .O9. 3 


231 


2018.01.23 


2010.03.24 


| —_ _ | | aaa Le ee 


No lapses in administrative approval were observed. All personnel appeared to be current with 
animal training requirements. 


Please do not hesitate to contact me with any questions or concerns. 


Grace Yeh 


232 
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Appendix 11: Heating, Ventilation and Air Conditionine 


Electronic / Alert/Alarm Air 
Temperature | Emergency | Temperature | Humidity 
Set-Point Monitoring of Ranges Control stent Beto 
Room Specific (define units) | Temperatures |: (if applicable; (Y/N) h 
No. Use Y/ define units (per hour) 
(values to 
ae al 


Tg cat | [ee | 
( )( ) Room — Rat IVCs Monitoring 
al Housing Electronic 
Room-Mouse IVCs — 69.5 F aoe 
Monitoring 
ines room 
for me ge me Pe 
PSY Monitoring 
Electronic 
Electronic 
Bee aad Electronic 
Ply S Monitoring 
Electronic 
|| Procedure room | room 
Monitoring 
onitoring 


Date 
Verified / 
Measured 


Hee Housing ‘ 
Electronic 

Room-Rodent Monitorin: 

Quarantine (IVCs) e 

Animal Housing 

Rodent ABSL2 = 

Animal Housing 

ABSL2 (IVCs 
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Appendix 11: Heating, Ventilation and Air Conditioning 
Electronic / Alert/Alarm Air 


Temperature Emergency | Temperature ; Humidity 
Monitoring of Ranges Control a ree Date 
Room Specific (define units) | Temperatures | (if applicable; (Y/N) (per hour) Verified / 
No. Use Y i 
a ee ‘5 Measured 
| tetings tobe veri) to be verified) be 
a 


(b)(6) fi een tanks Monitoring 
7 


[Create additional rows ae pressing TAB in the ee ae box.] 
Copy and repeat the Description and Table for each location, including all satellite housing locations. 
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Appendix 12: Aquatic Systems Summary — Part | 


Please summarize water management and monitoring information programs for each animal facility, including all satellite 
facilities, rooms, enclosures. The following key will assist you in completing the form: 

(1) List location of aquaria, including outdoor enclosures (ponds or outdoor tanks). If indoors, list building and room number. 
Noie that all species housed at the same location and maintained via the same design and monitoring may be listed in the 
same row. 

(2) Please indicate if embryonic (E), larval (L), juvenile (J) or Adult (A) 

(3) Group tanks (ponds, outdoor tanks, multiple aquaria) are arranged as arrays with shared water supply; individual aquaria 
have exclusive waier handling systems. 

(4) Indicate water type, e.g., fresh, brackish, or marine. 

(5) Indicate water pre-treatment, e.g., dechlorination, rough filters. 

(6) Indicate waiter circulation, e.g., static, re-circulated, constant flow, or some combination of these. If applicable, indicate 
water exchange frequency and amount (percentage). 

(7) Provide a key word for filtration employed, e.g., biological, chemical, mechanical, and type (e.g., mechanical-bead filter). 
A diagram may be provided showing the flow of water, filtration, source of “make-up” water and amount replaced daily. 


Part I 


; System Design 
Location (1) rate as ; ; trati Tai ; 
(2) ale Type| Pre-treatment Filtration Disinfection 
Individual (3 4 5 6 7 e.g., UV, ozone 


Rana specie De-chlorination 
b}(6 a@ Species Group housed Fresh and de- Static tank None N/A 
(tadpoles) de- 
chloramination 


Note: Records of equipment maintenance (filter changes, UV bulb changes, probe changes, calibrations, efc.) should be 
available for review. 
[Create additional rows by pressing TAB in the bottom-right box.] 
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Appendix 12: Aquatic Systems Summary — Part Il 


The following key will assist you in completing this form: 

(1) In these columns, please indicate monitoring frequency, e.g. daily, weekly, monthly or other point sampling frequency; 
continuous/real time, or none, if applicable. Also indicate method of control (heaters versus room HVAC, hand versus 
auto dosing, etc.). 

(2) Indicate other parameters and their monitoring frequency, e.g., alkalinity, total hardness, conductivity, chlorine/chloramine. 


Part Il 
Monitoring 
Indicate in the boxes below the frequency of monitoring and method of control for the following parameters. (1 


Location Other. Please List (2): 
(from Part 1) 0 


Tank is changed and cleaned with 1:10 
68-74 F : ily, i i bleach monthly, spot cleaned daily, 
(b)(6) Recorded if high |hi if hi 50/50 water change weekly or more 
often if indicated by monitoring 


Note: This information may be provided in another format, provided that all requested data is included. 
[Create additional rows by pressing TAB in the bottom-right box.] 
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Appendix 13: 


Primary Enclosures and Animal Space Provisions 


Please complete the Table below considering performance criteria and guiding documents (e.g., Guide, Ag Guide, ETS 123 
and/or other applicable standards) used by the IACUC/OB to establish adequacy of space provided for all research animals 
including traditional laboratory species, agricultural animals, aquatic species, and wildlife when reviewing biomedical, field, and 


agricultural research studies. 


Dimensions of 
Enclosure 
(cage, pen, tank’, 
corral, paddock, 
etc.) 


8 x 16 x 6.25 (77 sq. in. fl. area) 
Techniplast Green Line 


8.75 x 12.5 x5 (82 sq. in fl 
area) 
Tecniplast Blue (1284) 


8.75 x 12.5 x 5 (84 sq. in fl 


area 
Tecniplast Blue (1285) 


Static cage ABSL2 
7.7 x 12.1 x 5.25 (67 sq. in fl 
area) 


Maximum 
Number 
Animals / 
Enclosure 


6 (S25 grams) 
5 (225 grams) 
4(@30 grams) 
3 40 grams) 
1 Female + litter 


6 (S25 grams) 
5 (225 grams) 
4 (230 grams) 
3 @40 grams) 
1 Female + Jitter 


6 (S25 grams) 
5 (225 grams) 
4@30 grams) 
3 @40 grams) 
1 Female + litter 


5 (£25 grams) 
4 (225 grams) 
3 @30 srams) 
2 @40 grams) 
1 Female + litter 


Guiding Document Used to 
determine the Institution’s 
Space Standards 
(Guide, Ag Guide, ETS 123, 

Other) 


Guide, performance standards 


Guide, journal publications 


Guide, journal publications 


Guide, performance standards 
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Enclosure Composition & Description™* 


Polysulfone, IVC 


Polysulfone, IVC 


Polysulfone, IVC 


Polysulfone, static micro-isolator 
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Frogs 
(tadpoles, 
various 
species) 


Appendix 13: Primary Enclosures and Animal Space Provisions 


Dimensions of 
Enclosure 
(cage, pen, tank*, 
corral, paddock, 
etc.) 


Exercise cages (Lafeyette 
Instruments) 


9.3W x 13.9Lx 7.7H: 
92 sq inches 


Rat Tecniplast Green 
line: 

15.5W x 13.6L x 8.3H: 
140 sq inches 


15.3 x 22.4 x 10,3 in (183 sq 
inches) 
OptiRat/Animal Care System 
(ACS) 


Rat Tecniplast Green 
line: 

15.5W x 13.6L x 8.3H: 
140 sq inches (19L) 


Maximum 
Number 
Animals / 
Enclosure 


I mouse per 
enclosure 


6 ($200 srams) 
4 (S300 grams) 
3 (<400 grams) 
2 (S500 grams) 
2 (>500 grams) 

1 Female + litter 


4 (<300 grams) 

3 ($500-300¢g 
grams) 

2 (2500 grams) 

1 Female + 1 male 
+ litter 


5/Liter 


Guiding Document Used to 
determine the Institution’s 
Space Standards 
(Guide, Ag Guide, ETS 123, 

Other) 


Guide, Scientific needs 


Guide, performance standards 


Guide, performance standards 


Guide, performance standards 
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Enclosure Composition & Description** 


Polycarobonate, Static cage with running wheel 


Polysulfone, [VC 


Polysulfone, IVC 


Polysulfone, static cage 
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Appendix 13: Primary Enclosures and Animal Space Provisions 


Guiding Document Used to 
determine the Institution’s 
Space Standards 
(Guide, Ag Guide, ETS 123, 


Dimensions of Maxi 
Enclosure aximum 
Number 


(cage, pen, tank", | Animals / 
corral, paddock, | Enclosure 


Enclosure Composition & Description** 


etc.) Other) 


1/cage if not 


Rat Tecniplast Green | compatible 
line: If Guide, USDA Animal Welfare 


Hamsters | 15.5Wx 13.6Lx8.3H: | compatible: | Regulations, performance 
140 sq inches 1] (<60 grams) standards 
8 (S80 grams) 
7 (S100 grams) 
6 (©100 grams) 


*For aquatic species, provide tank volume. 
*“Include descriptors such as open-topped, static microisolator, individually-ventilated cage systems (IVCS). 


Polysulfone, IVC 
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Appendix 14: Cleaning and Disinfection of the Micro- and Macro-Environment 


Please describe the cleaning and disinfection methods in the Table below. Noie the washing/sanitizing frequency and method for each 
of the following: 


Washing/Sanitizing 
Niethod 
(mechanical washer, 
hand washing, 
high-pressure sprayers, 


Washing/ 
Sanitizing Chemical(s) Used* 
Frequency 


Other Comments 
(e.g., autoclaved) 


Micro-environment 


Soig-otom cages [chan waste a a 


i eee i eee | Mechanical washer | washer Every 2 weeks [Protystica = 


Afier each use 
Metabolic caging Hand washing ion more than5 | Dish Detergent 


| Cage lids/Filter tops —_| lids/Filter tops |Cage lids/Filter tops | Mechanical washer | washer a 2 weeks 


Conventional 
shelving (running 
wheels, 
Cage racks and shelves | Mechanical washer are ad Prolystica 
quarterly: 
IVC racks: semi- 


Appendix 14: Cleaning and Disinfection of the Micro- and Macro-Environment 


Washing/Sanitizing 
Method 
(mechanical washer, 
hand washing, 
high-pressure sprayers, 


etc. 
Spot clean daily, water change 
Aquatic amphibian : weekly or more often as 
ean as : Handwashing Montaly 1:10 Bleach ck hand wash of tank 
month] 
Static: weekly 
weeks 


Water bottles: 
weekly 
Hydropac: 
Waiering devices Mechanical washer cisHosen evely 2 Prolystica 
weeks or more 
often if 
replacement 
required 
Exercise devices and ae ene: 
manipulanda used in De oy : 
environmental Mechanical washer MIVC Coemne: Prolystica 
enrichment programs every 2Neer 
t , Both at cage 
ones change out 


Operant conditioning & Operant conditioning and Cleaned with The tray at the bottom of each 
recording chambers, recording chambers are 6 H20, ethanol (70%), conditioning chamber is 
: : : water and 70% : ‘ 
mechanical restraint manually cleaned clean with hydrogen peroxide (vapor) | removed and cleaned with soap 
é ; ‘ Se ethanol after each 
devices (chairs, slings, water and 70% ethanol. Sanitize sal: as necessary and water after each 
with Bioquell Hydrogen ‘ experiment. 


Washing/ 
Sanitizing Chemical(s) Used* 
Frequency 


Other Comments 
(e.g., autoclaved) 


Appendix 14: Cleaning and Disinfection of the Micro- and Macro-Environment 


Washing/Sanitizing 
Method 


é Washing/ 
(mechanical washer, Sanitizi 3 % Other Comments 
: anitizing Chemical(s) Used 
hand washing, Frequency (e.g., autoclaved) 


high-pressure sprayers, 


Peroxide Vapor 
Decontamination system when 
necessary. 


Macro-Environment 


Animal Housing Rooms: 


Sweep and mop 
Floors Handwashing uiges snes @ Sani-plex 256M 
j week 


= ae 


Corridors: 


mopped each 
business day by 
EMS, 


Floors Handwashing Sani-plex 256M 
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Appendix 14: Cleaning and Disinfection of the Micro- and Macro-Environment 


Washing/Sanitizing 
Method 
(mechanical washer, 
Area hand washing, 
high-pressure sprayers, 
etc. 
Entrance/Exit 
(Tektrak mats) 
mopped 
twice/business 


da 


Support Areas (e.g., surgery, procedure rooms, etc.); complete for each area: 


Sweep/Mop 
(Surgery rooms): 
Every business 
day 

Behavioral 
rooms/Procedure 
rooms: 
sweep/mop 


Washing/ 
Sanitizing Chemical(s) Used* pee 
Frequency (e.g., autoclaved) 


Floors Handwashing Sani-plex 256M 


Appendix 14: Cleaning and Disinfection of the Micro- and Macro-Environment 


Washing/Sanitizing 
Method Washing/ | 
(mechanical washer, ae ‘ " Other Comments 
hand washing, Sanitizing Chemicals) Used (e.g., autoclaved) 


high-pressure sprayers, Frequency 


etc. 
Troeres_[enving [Mn [Ssiginaso <P 
Ee 
[Moppuctets | Starestindwasn [ESS smipeasew ———« 
[aquafanets [Nets pdvass [EVI [sobiah 
[wat ops [Nott Tuc wader [MORO [open Sd 
omen OSS 


oon FO 


Other transport Cleaned after 
equipment (list): anawach each use Saniplex 256M 
Transport Carts 


*Please provide chemical, not trade name. 
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Appendix 15: Facilities and Equipment for Sanitizing Materials 


In the Tables below, summarize the facilities and equipment used to sanitize animal related equipment (tunnel washer, bottle washer, 
rack washer, bulk autoclave, hand-washing area, bedding dispensing unit, efc.). Note that some descriptions may be combined if all 
share identical features (e.g., all rack washers). 


[Note: Please remove the examples provided in the Table below.] 


Building Equipment | Equipment Type Safety Feature(s) Methods of Monitoring Effectiveness 


Kb\6) reer Rack washer Emergency bar on both sides of rack Guarantee 180-degree hot water rinse: 
washer to turn off machine. Manually temperature-sensitive tape used daily; ATP- 
ae open door for egress, instructional | based luminescence swabs performed semi- 


Kb) BE b)(6) | Tunnel washer Guarantee 180-degree hot water rinse; 
temperature-sensitive tape used daily; ATP- 
based luminescence swabs performed semi- 


[Create additional rows by pressing TAB in the bottom-right box.] 
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Appendix 16: Lighting Summary 


Using the Table below, summarize the lighting system(s) for the animal housing facility(ies). For each species or holding room type, list 
light intensity (range), construction features (e.g., water resistance), photoperiod (light:dark) and control (e.g., automatic versus manual, 
phasing). For systems automatically controlling photoperiod, describe override mechanisms (including alarms, if applicable). 


[Note: Please remove the examples provided in the Table below.] 
Light 5 wag ; Photo- : Override 
: Lighting Fixture é Photoperiod and ; 
Room Type® Intensity : (b) period Mechanisms 
oom Tyo Banae Construction Features hrs) Lighting Control © eoptiosbla 


Recessed, water resistant; arm- 


Surgery/Procedure 


375 lux : NA N/A 
rooms mounted, water resistant 
Recessed, water resistant; arm- 
Cage-Washing Room Recessed, water resistant 


ee aa ne eee ge ee ee ee 
gs Ne ee ee ee ee es 
[Create additional rows by pressing TAB in the bottom-right box.] 


(@) A list of each room is not needed; group or cluster rooms by species or function 
(>) Include such features as water resistance, red lighting, etc. 
() Note if light cycle inverted/reversed. 


Repeat Location and Table as necessary for each location, including satellite housing locations. 


Appendix 17: Satellite Housing Facilities 


Note: In the Program Description Section 2. IV. (Physical Plant), item C., describe the criteria used to determine a “Satellite Animal 
Holding Area.” In the Table below, summarize these animal housing areas. Note that the total square footage for all each of these must 
also be included in the Summary of Animal Housing and Support Sites (Appendix 2), and applicable information regarding these areas 
included in the Heating, Ventilation, and Air Conditioning (HVAC) Summary (Appendix 11) and Lighting Systems Summary (Appendix 
16). 


Approximate 


Person Species | Area (ft? or Maximum Purpose / 


Period of Rationale / 
Justification 


Construction Features 
and Finishes 


H 2 
Responsible | Used m ) Devoted Stay 


[Create additional rows by pressing TAB in the bottom-right box.] 
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